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MRS R STz,

1) /K72 L CHRH

(=13 meantS.D)

& %} —ea—FLAOIEODEE2 5mg =7 7)
b o7l e, e A

o =~ --o--fREE| GEEHL 2. 5md)

A X fomh_

L g
F "?"“‘“——E{
0 2 P 36 48 60 72 (hir)
B 8
| EINSA—H BEINSA—4
Hed AUC — 75 Cmax Tmax 12
(ng*hr/mL) (ng/mL) (hr) (hr)
7LAOJCE 0D 4403 1.185 8.1 415
25mgl 7377 +8.42 +0.219 +1.8 +113
REERLA 44.30 1.196 8.0 422
(825, 2.5mg) +10.28 +0.252 +20 +89

(n=13., mean*=S.D.)
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$|FE/INSA—H BEINSA—4
Hed AUGC — 7, Cmax Tmax t1/2
(ng-hr/mL) | (ng/mL) (hr) (hr)
F7LAOJE 0D 46.42 1.313 6.9 36.7
25mgl 7277 +11.04 +0.287 +0.9 +86
RERE 4457 1.266 7.8 386
(8=%l. 2.5mg) +11.05 +0.265 +17 +8.1

(n=13, mean*=S.D.)

AN AUC. Cmax S0/55 2 — ¥ (3. MBS ORIR, (Ko FRTEE -
FEF S D BRI S > TR B AR B 5,

(2) 7Y ODEESmg 737 7

T A e 0D SESmg (X7 7] CIEERKIZ o XA —"—EIC kD EnER
182 (7 au Y By 5mg) B ABEICHARRBRRO#&S Ok LTRA (h=14) X&
OKTIRA (n=14)) L CTlMEFRRE(LEREZRIE L, HON-EYBRE T A —X
(AUC, Cmax) (22T 90% E X BVEIC TREFT 24T - 72 fE 5. WA W/
RSP DS R S ALz,

1) /K72 L CTHM

{ ng/ml) )
P (=14, meanx5.0)

—a—FLOIEODIESME =77

--o-- EEEA| GEAL Sma)

L0 BEE

RAEN I
&

24 36 8 0 7 hr)
FIE/ISTA—H BEINGA—H
E:JNE AUC, _ 75 Cmax Tmax ti,0
(ng*hr/mL) | (ng/mL) (hr) (hr)
F7LOCELODEE 79.96 1.980 74 443
5mgl 377 +18.20 +0.339 +1.1 +97
BRI 79.66 2.100 7.2 438
(Fe#l. 5mg) +18.50 +0.389 +0.7 +146

(n=14, mean*+S.D.)
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FIFENGA—H BEINGA—4
Hed AUC, _ 7, Cmax Tmax t1
(ng=hr/mL) (ng/mL) (hr) (hr)
7LBaTE 2 ODEE 91.05 2.739 73 405
5mel 377 +23.95 +0.765 +0.6 +10.6
EEERLAI 89.79 2.584 7.3 405
(g2, 5mg) +2533 +0.672 +0.8 +83

(n=14, mean*S.D.)
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HZ M)

(2) v Rut’l 2R AW UIRBUEOBEERED & % B

3. MEEXRIFMRICEET HSEALDIEIE L ETDHEH
IVIRRICBET2HE ] 22 M,

4, FRERUVAEICEETSFERALDOFELEZTDER
[V IREICEET2THE] 221,

5. BERERBEZDEH

(1) @i E DRV RS
[EHIZMENMET T BZENAND 5, ]
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3) BEJAvYY BRI uvr (HER BRIk, OEWE) ZHLbNDZ ENH5HD
T, BEPBOONEZEA RS EPIE L, @YRAEEITY Z &,

Z Dt DEIVER

WD LD REWERNRD bNTZHEITIE, BEIDS T, BE, &5 I%F Oy R 0@ 217
22k,

N
e i ALT (GPT) . AST (GOT) o» L&, iF#aErE=. Al-P. LDH © E&.|
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THLHRE & < . MHREAEH AR R2EmBEO 6 THnH 0T, [KHE (2.5mg/
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ARV IR

RRRERRICRETZE
A% L

BEXRS
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FEIK : EEORMMAEIIRICE Y, v a v 7 2E0E LWINER T & KO HEHEIRE E = 2
ENRDH D,

E : D FPRISRED £ = X — &2 4T, HENCIEZ T T 5, F LWILEE FARD 5
T AtE, U OZE b SR OG5, DlERICKT DAE Z1T 5, ERSEE LW
A, BRI RN OHER BICIER LADN O AR OB 525 E T 5, AFITEA/BEEN
BT, BITIC L DBREBITEDTIEZ,

Fo, ARAIMRHBERZICTEER 2355 LcSa, AAlo AUC 13X 99% 5 L, iIkH 2 FEf#% T
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[PTP > — FORARKIZ LD . BEVGIMAE2S IERBEA~FA L, B 327 fL%
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RERBAFRIZIA 5 23 T8, AFN & DI PIS OFHEZEPRER (DB EZ S T) 137
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9. EREHREFAH
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A O OF B T72udtr0DE25mg (737 7] 0 22100AMX02032000

7 AP 0D smeg (727 7] 1 22100AMX02033000
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2009411 A 13 H
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I BT 2 ¥EAME R (FDA, A — A b7 U 7 O45%H)

AN T HHEM EOIEE Tilkhw, Ewm, RImE~0&KE ] OEORLFILLTO LB Y

ThHH, A=A T7 U THHEELITRLRD,

[ EoEE] M, ., RHmE~0ks )
(1) 1 X ATIIRE L CWARIREED & B IF NIZITRE LN &y

(B FBR CHEIRARINC e 59 2 L ARARIIE K OV IR MER 975 Z L 03380 b

nTns, ]
[EWER (T ., ~TUR) TETEERRESHLTWS, ]

(2) AP DOIHEA~DEGITRET 5 Z LNEE LVD, KRG T RET 2581

T EEDZ L,
(B FEBR CRAT~BITT D2 LB N TS, ]

NE S

4

¥

L

S
FDA : Pregnancy Category C (200543 H)
F—AFZ VT DA
.. . . C (1999
(An Australian categorisation of risk of drug use in pregnancy) ( )

BE  FEOME
FDA : Pregnancy Category

C : Adequate,well-controlled human studies are lacking, and animal studies have
shown a risk to the fetus or are lacking as well. There is a chance of fetal harm if the
drug is administered during pregnancy; but the potential benefits may outweigh the

potential risks.

A —A FZ U T D5FE (An Australian categorisation 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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