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_______ 85% -------85%
10 e —— 60% 20+-4 e 60%
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Rk 24 4F 2 B 29 AAHSEAERASE 0229 55 10 S/RAITEE EIE A REAE B R (1%
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HRFETH D LHET D,
(1) i
O HERF 23165y AN I E4I86% 2L B 556
AERILA 231553 DLNIZ FI85% LA E¥R T~ 5 2>, T 15531281 2 3B
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OIEHERIFN H33045r AN IZ EH85%LL EESH U 72 GE
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B L) 0D SRR SR S R VA 0D S P R - 8 DFEFHIC o H 20>, XU
L2RELDAENSELL ETH B,

(2) il =# DI HER
He A& L IRE s 36 1T 2 BRBR LA O 2 OV HERIZ OV T, DL OREEIZEH S
‘@"éo

a. EEVERLA| O SRV R85 L FIZEET 5 & & BBRELAI O R H =R &
15%DFIPAZ 2 5 O 12T UELLT T, £25%D i 288 2 5 b D53
AN
b. FEHERLA O SRR A 50%LL EIZHEE L 8B%IZFEE L 72w & & | BBREAI D
SRR 1200 FIA A B2 5 5O 12 fld 1 LT T, +£20%0 il
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R I HRIHE R IS LT,
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V. JARICEAYI HIEEB

1. MEEXITHHE
=i
<peXEpRCEETsEEEowE> 00
L OBERMEE FOBTNERD Y | AL @ IERROSE BRI L &, |
2. HERUHE
FANCIZTHLEL8E (gAY oA B RkrszeanF 7Y KE LT 50mg, 12. 5mg XX
100me 712, Smg) ZREFIEGT D AATMMIERIROE —#RIE L LTV RY,
| <R BCERET B EoEE > :
L OBHIL LT, mHAX LA U A 50ng CHEA TS REAICE AL LB Y YA Ry
rrFTYRE LT 50mg, 12, 5mg DL EZ, P AZ Y U A 100mg Fn Yy hn ) |
U/ RazuonF 7Y RE LT 50mg, 12, 5mg THIRATSRGEICa Y LZ o h ) oA
 /EFB/BBFTYRELT 00/ 12 6 ORSARMTSZE, f
3. ERRAEE
(BERT—2/y5—
AR L

(2) BFRHR
U L

(3) ERPREEEHER
LR L

(4) BRIHAR
LR L

(5) BIEMHR
1) 45 AL 14T P B R
MR L

2) HLEEER
MR L

3) REMHER
G L

4)BE - FEHRS
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A% L0

2)RBEHELTERTFENHNBXILER L F-HBROBE
Y LA

-16.



VI. EEE(CE T HIER

1. REPHICEHESH HILEMRITILEME
T VHT v NIRRT
HeTHNE Yy RTINSV E S TIPS AR A RRY

S, ARG HE L TN H

FT ¥ RRF| R
M) ZanAF TR RXRUoFLe FarsaaF TV R A28 K &

2. FEBkR
(1) EFREREL - YER%RE
SN S RN
TUVFT UV MRFERO D B AT SRR ERIROISES L, 7o U4 T v TOERE
MERET 2 Z LI K> TRIEFEHZBLT, RKEO T DA VR RIR S ASE & FEROF
MERT, B, 77 V%= O0nfFEEHRE (= —81) [TIXEEEH LR,

tRkozoaFroRo

F7 YV RRMPRIEE, BmE AL RAE 21T % Nat& Cl DN A4 L K O A2 etk S35,
RERUKEEFELEMEM AT 5, BEMFERIZ. PICEERLTEEOETICL Y . BHNIIX
KMIMEOILRIZE D EBEZ BN TN,

(2) R £ EAM 1T B HERAAE
LR L

(3) fERISTS - FRs R
LR L
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VIL.

1.

EMBREICET SRR

(1)

(2)&

mEEDHT - AlIEE
ABEREEDLMbEE
B - Y AN

= AR E R ERRE 7

m Lk NECASE LD [ =Fn)

T Z 0 1.68+1.00(h) (Mean+S.D., n=22)
ERozoaF 7R :2.77£0.95(h) (Mean=£S.D., n=22)

(3)EREREER THERR S =M HhiREE

1) w¥rt REESELD [=Fn) P

gk 24 4F 2 A 29 HAFSEASRASE 0229 55 10 B /R A7 B4 [ SRR 0 Jm A A PRAR R Al i [ 42
HEH T OEW LR SRR T A KT A VOBl oW T 128D & FEi,
2L RELESHELD T=Fn) CAEERFIZAENIEE (&) U AL L Th0mg,
ERrszooF 7Y RE LTI2. 5mg) %224 OREEERR AR FI27 0 A4 — R—JEIC X D K
200mL & & HICHEREERR DG U, M RZ(LIRIRE (22 REWIEKR O e R
n7wanF7 Y RREEK) ZLC/MS/MSIEZ THRIE LTz,

<aHpHr>

BonlaV iy U OEWERE ST X —% (AUC) 122U TS HE X LIS CHEGHIENT %
ITo TG R, AUC, o4, D56 BXAE O I D 75 D 90%1E #8 X [E] 1 1og (0. 9412) ~1og (1. 0755) T
&V 1og(0.80) ~log(l.25) DEIFHNTH o7, F7o, HEWERE T A —% (C) ITDOW
THEFHIRAT 24T 2 T ey Cpy D REEUE O T E D 7273 10g (0. 9162) T & Y 1og (0. 90) ~
log(1. 11) OFPHNT, 232, WEHERER CTHET 2 T X CTOZM TR MZEEELE L T
e Z L b, WAIOAY PR ZEIED R Sz,

Pl X T A — BERT A—H
AUCy gy (ng+h/mL) | Cpo (ng/mL) Ty () Ty (h)

9Lk NECEHE LD =F0) | 451.89%154.61 | 199.38%£99.70 | 1.68+1.00 | 2.42=%0. 90

FEUERLA] (B84, 50mg) 440.08+133.84 | 216.21+107.16 | 1.65+0.97 | 2.22+0. 51

(Mean=S.D. n=22)
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(ng/ml)

300F
—O0— O/l REE&HRLDM =0,
= 3t 8| (525
#® 200 —o— RELAI(FEAL 50mg)
i Mean+S.D.(n=22)
]
H
L
%
g
}E 100}
oYL 111 | o

% 5% O R E
HLHE B ONE AUC, Cyy 500785 A — 21T, HilRE ORI, (R OFRIRIFISL + FFR % 0
REREIFIT L > TR D TREMENR B 5,

<t FfmsZupFrv K>
BonE FuzaaF 7Y ROEMBIRE T A —% (AUC, C,,) (T TI0WEHE Xk
\ZCHEFHIRNT 24T 2 T F. AUC) 04,2 O°Co O XA O - EIMED 72 DIOKEFE X I,
Z 1 10g (0. 9354) ~log (1. 0256) K U 1og(0.8891) ~ log(1.0544) Td» ¥ . log(0.80) ~
log (1. 25) DHFFANIZH 5 Z LD, WAIOAEY TR M R S iz,

PN T A — X BENTA—H
AUCyyy, (ng * h/mL) Cpex (ng/mL) Tyax () Ty (h)

9Lk NECEEE LDI =Fn) | 530. 14£102. 95 90.83+24.80 | 2.77%£0.95 | 7.91%1.55

FEVERIA] (BEAI, 12. 5mg) 542.49+124.12 | 94.54%24.99 | 2.95+0.94 | 8.14=+1.50

(Mean=S.D. n=22)

(ng/mL)
150+
m
§ 0 O%ILE REAHLDI =
© ook —e— AR (52, 12.5me)
Iy Mean+S.D.(n=22)
P
]
]
9:
7
< BOr
I\"
o
=
O | | | | | | | |
01 2 3 4 6 8 12 24(h)

BE#DRKEE
IS R OUC AUC, C,, S5 /8T A — & 1%, BiBRE OR . (R OFRBEIEK - BERTSE 0
HEASMEIC L > CTRARDFREMEN 5 5,
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2) ¥ REAHEHD [=Fn) ¥
mt e FECGHEND [=Fn) 1%, [E &R 2% 0 B RH 0 A4 70 [R) ek 27 A
RZ A (CEA244F2 H 29 A EEHFAH022955107%) | ICHES&, v¥ b FEGHELD [=
Fn) ZFEwERIA L Lis b & IWHERENE L ARNICR% E A STz,

(4)hEHE
MU ERe L

(5)BE - fEEDEE
VIL 7. H EAEAH ) DIESME

(6)BEE GKE2L—33Y) BFICEYHH L EYrNDEEDER
AR L

2. EWEEHIIISA—S
(1) R A3k
U L

(2) RULERE 2
AR L

(3) A FTRASEY T+
LR L

(4)HKEEEHR"
L e RECESE LD T =Fn)
oL H 2 kel=0.310+0.075 (h'') (Mean=+S.D. n=22)
tRazoaF 7Y R kel=0.091+0.017 (h') (Mean®S.D. n=22)

(5)9 U752V
MR L

(6) HHETE
MR L

(7) M REHEE
DR L

3. RN
AR L
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4. 9%
(1) M R—ABEPY @@
MR L

(2) mix—RE BRI @B
[VIL. 10. 4Fbs, PELR, RHIAE~OEL ] OESR

() EA~DBITH
[VIL. 10. ibha, PEh, #RILIFHE~OEE.] OHESMH

(4) BEBA~OBTHE
AR L

(5) Z DI DIBADIBTHE
AR L

5.
(1) RBIERAL R ML BIRR R
g H ) T A BICFRIZEB W TERBY TH D VR B (XX — VRO 5-
b R d oA F OB ) ICERIND Y,
ERaszooF 7o R e EREEsnin,

(2)KBIZEAE5T 5% (CYPAS0F) DHFiE
g AU T A EICEYEEERE T N7 v — L4 P450 2C9 (CYP2C9)

(3) NEBBHEOERR VT DA
LR L

(4) REMOFEDOERR SLLEY
BY A )Y L BRI O IR RS AR L FRROIER 2717,

(5)EERBIOEER/ ST A — 5
MR L

6. PRt
(1) HEMERGL & UHEERR
tEReZwpoF7 YR RH
(2) B

AR L
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7.

(3) it
BB L

kS U RKR—E—IZE8T B 1EHR
BRI L

. BEMEFICLDBRERE

B - L A
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VI &t (FALOIES) 1Y 4EE

ERNBEFNDEH
%2 L 7au

N

2. ERNBLZDER (RAEEZED)

(1) RAND A xF UOE OBEAEIE D & 5 B3

(2)F 72 RREAIUIZDEPLAEY BIZI1Z7 v Z ) RUSED AL T 407 2 RFEER) (12
X 5 MBUE OB IE D & 5 B

(3) WA TR L T B R0 B Dt A [IVIL 10. i54s, s, iaE~o#fkh ) OmES ]

(4) EELITEREREEDH 5 BE [IVIL 5 HERGAR L ZOHE ]| OESHE]

(5) MEfR D B LB EE

(6) BB ARrE0BE [BHiELTICELLIE BTN H 5, ]

(TIRIEF DT U LT T LBRH LD LTS EE HES MY U AMSE, 7Y D4
MAEEF D EMRE MBS ELBENLH D, ]

(8) 7TV AR Ly GHORERFES (272 L, tMOBERRAZTTo ChbhBMED = ha—
NDBE L ARROBEZRS) PEESEMER AR, BeeiEE . & U v A ffE &k ORI £ o

U2 7EEMBHE SN TS, ] [ IVIL 6. EEAREEARRER &£ OB R K OWLETGIE] OES
]

3. MEEXIIHMRICEAEST SFEHLDEE L ZDER
[V.IBRICBET2HE ] RS

4. RERUVRAEICEET SEALOEE L ZTDEH
IV RSB 2HE | OHEZH

5. BEERSARLENER

(1) MAPEBERPZE D & 5 BE TR E CRBIIRAED H 5 35 [ [VIL 6. /R EAMN IR &
OB K OWE ] OS]

(2)BpgnehadEmss [ VL 6. EERIARMNER &2 OB b L OMLE L] OES K]

(3)MiEH U o AMERFE ORE [ VL 6. HEARFEARNEE & OH B OULE L] OEER]

(4) IFERERE =TI Z DB ED B 5 B UMEICRBW T, 8« PO 7 L a— LIEFEZE A I
aYILE LAY T A 50mg F HEE OG5 & B & LT v s oK
DEIE L, =YL Z O VAR R R O SRR N N E ALK b RO 2 (512 ERT S
ZEnEINTWS, £, e RusaouF 7Y NEFEERZFERT28FN0H 5, ]

(5) MM EFEFED B 5 BHF GEEOREESMMTE R 2E2AE L, HErB kS rB2nnH 5, ]

(6) IR E B LT 5 BHE (FIRFEERE G- o | ek B s KB O R+ 7 B,
WEDORTE L CWDEE) [ VL6, EEREAMNER L 2 OBH &K OWLE L) OESR]

(7T)BEFETOBRE R MY v AER R Z T B8Znnd s, ]

(8) FEE 72 i I SUTMMBIIREE(IE D & 5 BFE [ FIR B b b cGE, Sl 72 i R
B MR R L, MARERIELZFHRT 2B bH 5, ]
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(9) AN, SLabImE, FERF O H 288, KOERERIIED H 2 BE [EIRERIE, &

IMBEE 2 5 L, R, BERIR OB LB b o 2R d 5, ]

(1 0) TH, WEHDH L EHE [BRERR D LONDBENNRD D, ]

(1 VD)\EHNT T LM, BIFIRIERETTEE D H 5 BE (MEI VY U L% FRIEIBEAND
%, ]

(1 2)Ux% U 2A, BIBEERNVE CFIXIT ACTH O 52521 T\ A s [IVIL 7. B E/ER) ©
HE ]

(1 3) RIEARRGIRBE O RE [AFIOBTEERN BRI BEANH 5, ]

(1 4) F#E [IVIL9. @& ~0h) OmES ]

(1 5)FLYE [IVIL 11 /NRZFEA~DE 5] OS]

6. EELQERWIBLEZODEHRVLES X

() AANTE Y AHZ AU 7 A 50mg HDHVNE100mg & & Fu s a7 Y K12, 5ng DEEAITH
D, e F )y AL ResaaF Ty RRGORWERNBET EBENANH Y | HY)
WCAROHERZRFT 52 &, [ TV 4. FEROHRICEET 568 H EodE & 2 0BH |
DEZ ]

(2)AAKN DTG L > T, —@BEDCHIERT (3 v Z7iER, BikEE, MERSELSEZEY) 2R
TTBENRHDDT, DL I RB/ITITREEZFIE LEURLELTTO 2 L, £, KA
BEPIIEHH (BE5HMR: 2EMIL, ZE%R: A 1ERE) KILEDE=F) 72X
W3 Bz L, BRIROBETCIBEORBIHFOER TR L,

7. FIRBEEAIR G O BE
A . EEE IR AR OB
v KGERORA 7 B
T, WBEDOIITE L TWDHEE

(3)IMIEZ V7 F =l 2. Omg,/dL 2 5 BEHEREEEE BV TI e FerzoeFr o R
RV EMBEMETFT L, v Z oA ) oA XY EEERENET LI BZNNH DD T,
B LD 2 B0 S SN A6 5 RE, AT 52 &,

(4) MG 7 V7 F = fED 1. 5~2. 0mg,/dL OBEMERAX N EE TIX, MiF27 L7 F=VE EFRD
MIEREE EH-DIBZND 8D DT, RAFGHITEIRIC MG 7 LT F = AER MG REE
EoE=FY 7 &L L, BEE+SIATIZ L,

(5) FIMEB ERIRAE D & 2 BFE SUIH & TRBIIRERAE D H 2 BH BV TR, Bl &b <2
SREREAWEOIR TIC L0 Sl ICBHEEEA B S 2 BENNH 2O T K LD A G20
LHWrE N Ga abRE, MHIGEET D 2 L,

(B)ARFNDOR S ThorEe FurzuanF 7y YV MRS Y v AMEZEZ 52 ERmbinTnd, ai
NEAV LA/ e RrsaadF 7Y RE LT 50mg,/ 12, bmg 3% 5 X7z [ENEEARRBRIC B
W, MER Y U AMEIME TEA 2R U, EARA Y U AMAEDOREBSE T A U v A MLSE K
DHENoTe, LIRS T RS Y U AMFEDHBRN LV EESNDSOT, MigFH VU AED
T Y 7 EEMICERL, BEE+0IATo 2 L,

(TYAFIORS THLZuaLZ oY) v ad@Ems ) 7 AMGEDOBHEICBW T, mh U v L MAE % H
BIXELIBINNH DO T IGE L2520 S SN D5 E 2 RE AT 5 2 &,
Fro. BHEEREE, 2 Fr— A RBORERPFFEICL D MIED Y U AMERFE S 20T WVEE
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T, BA YV U AMENEHTL2B8ZNMNHLOT, IEL VU LMEOET=4 Y > 7 % EHH
CFEM L., BlEE+oIiTo 2 L,

(8) 7TV AX LT 256, BREREE, &7 ) U AELRMELELEZTBEArH 5
e, BEDREBLZBE LN OEEICKRET D 2L, 2285, eGFR 7% 60mL,/min, 1. 73m* AJifj
DBEREREE D H D BF~DOT U AF L2 L OPFIZ DN TIL, IR BT 215720 &l &
NOGEEREEITHZ &,

(D ARFIDOR S THDHE RureaF 7 ¥ NEERIBIELZ BRI LBZ20036 50T, AKFIE
B3 eI i IRBEOT =2V v 72 FEhi L, BlEE2+m5cito 2 &y

(1 ) AFOFESYTHDH e FurzaaF 7Y NTmFE LR L < IZBRBEELoBZNRH 5
DT, BEEFHIATHIZ &,

(1 DBEERIZESSDEN, 55202083 0bND 2 ENHDHDT, BFTEE, HENHEOERS
fElR % PE 5 B A B ET 2 BRICITERE S5 2 &,

(1 2) FAfal 24 FefI3T G LW Z EREE LV,
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<FDA : Pregnancy Category>

C: Either studies in animals have revealed adverse effects on the fetus (teratogenic or
embryocidal or other) and there are no controlled studies in women or studies in women
and animals are not available. Drugs should be given only if the potential benefit
justifies the potential risk to the fetus.
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studies in women in the 1st trimester(and there is no evidence of a risk in later
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<A—ARNZ U T D54 : An Australian categorisation of risk of drug use in pregnancy>
D : Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs

may also have adverse pharmacological effects

[t MBIROEGFE R AW R EEDORAEME S, 213, Wy Eitbnsd, £213Z20
IR EHER SN D3, TN OOIIZITE, AEREIHERRSH D206 L, ]
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.
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<WHOD#ZFL & REARDZEMIIEIZ BT 280 (20024F) >
EkeraaF7roR ML H TR L
Compatible with breastfeeding
[RFLRE LWL TE D, ]
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