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HBs hepatitis B surface : B BUFJc K i

HIV human immunodeficiency virus: & FEERBIET ANV A (=g X7 A JVA)

HLA human leukocyte antigen : b k[ IMLERTHLER

LC/MS/MS Wik u~ NI 74— /F T AR AANRT fr A b —

LDH lactate dehydrogenase : 3BT b N4+ —E¥ ., Al kEiESR

MRT magnetic resonance imaging : h¢5a FhnEs Mg 15

mTOR mammalian target of rapamycin

NAG N-acetyl-beta—glucosaminidase : N-7&F /L7 /Lot I = —F

RMP Risk Management Plan : [E3ESh Y A 77 & BRG]

S.D. standard deviation : FE¥Ef 2=

tys EESE S

T Time to reach maximum concentration in plasma : fix e L P AT B IR
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V. JAEICEY 5IER

1. BEEXITHE

4. #hee - R
OTRRDIERBAEICE (T HIEHERIE DI
B, FFisAE. (DiBAE. MiBHE. BERAE. /MEISAE
OBMBIEICE 1T DEMER G R UTBHE A 118 E 58 O HIH]
O#iatE (X704 MERME. X704 MREFN) OFDHESEEREGEX (PFE~EE
[ZBR3)

2. MEXIEIHMRICEET HFE

5. ®hEe - HRICEET HEE

(B HEEHE)

5.1 HLA i & [FIf FRAE CIIAR 2 56 — PG L 1T L 2 &,

CEBMXRIEZ)

5.2 IR EZ S BIC, HHEM (AT aA REPE, A7 A MR Thor e %
452 &,

5.3 AFANC L D HERPIRIE DA NIE R O 2PEITHEL L TV 720,
(HREFBAEIC S Sk RIS D I
5.4 v b ([FfH) iPS ML LML — FOEFIRLESZRT 52 &,

3. BERUHE=
(1) BERUVHEEDER

6. A% - AHE
BRIEDIEE)
W NI 7 e Y A2 L LT 1A 0. 16mg/kg 2 1 B 2 [ O#&5- L, L&, &
2R D, MERFEIL 18] 0. 06mg/kg, 1 B 2 [k 0BG 21U L 358, JEIRIC
I U Cl B D,
(HJF%&#I_G)%M
WH, I 7 ) AAL L TR0 15mg/kg 2 1 A 2 [BEOBET 5, LItk
TRATHE L, MEFFEIT 1 B 0. 10mg/kg ZAFEHEL 203, SEMRITIG U Colll B 9
Do
(LBHEDIEZE)
HE, PINCIEZ 7 e Y A& LT 1 E 0. 03~0. 15mg/kg Z1H2BER&ROEET5,
F o, EMERCEBR A OB G ARG T 25611, @F, 27 AR LT
1@0w&w1mﬂm%1ﬁz@&m&5#é DIt SERICIS U Cal B g L,
TELTORREDS DAL B I, Tha IR L CARIRD B THERFT 2,




(fHFEHEDIZE)

W NI 7Y A2 L LT 1AE0.05~0. 15mg/kg 2 1 H 2 MO 535,
Pt RIS U CHEEHEB L, ZE LIDRENE SN2 %ICiX, e Ill&E L fF
i B CHERFT 5,

(EBHEDIHE)

WE. PIHICEy 7Y A2 LTLEO. 16mg/kg 2 1 A 2 [ A#&RE$ 25, Lk,
T2 1R U CR 2R f TR 5

UNGBEDISE)

W, I 7 ) AA L LC1EO0. 15mg/kg &2 1 H 2 B OEET 5, LIk,
TR ICpE L TR R & CHERF T 2,

FHBEDEE)

Wi, B 1 AREV X270 A AL LT 1 0.06mg/kg & 1 H 2 [FEAOKES 5,
BAEMIENCIZZ 71 ) 52 L LT 1A 0.06mg/kg &2 1 H 2 MR A#&G- L, LIk, hx
CWET D, Flo, B HE ZRBEBRZRICAKORKE LA T 256121, 8.
Zral) AAELT1[EO0. 15mg/kg 2 1 H 2 BRO¥KEGT 5, 728, ERIZS Ui
ER: 1 A R

B, AFOROFEGREORIUI—E L TE LT, BREICIVEAERH DO T, 1M
H R FE 0D R B O BRI ONZ L 3 B ARG & OSBRGSO B O AR i 97
DOFBLERG T2, BEOWRPIZIS CTiFREZBEL, b7 7 LU (trough
level) OMHIREZSZEICL CTREZREZHFHT 22 &, FICBHERZD L WVITRE
BRAAE A (TN PR ERE 21T Z ENEE LW, AR, MF ~ T 7REN
20ng/mL 2 H WA REWGE. BWERAARBELLLST K RH5OTHEET DL &,

(

CEBRMERBXADEE)

WL A, i 70U A2 L LT 1[A0.025mg/keg &2 1 B 2 [AIgH&#% K&
Y BHICRAKRGT 5, Utk 2 B8#, BAEMh b7 7#RE4 10~16ng/nL & L, 1L
H NI 7REEZE=2 Y T LN LRGEEZMET 5, HG5MG% 2 BRI, B
A N7 7% 5~10ng/ml. & LG &2+ 5,

(2) MERUAEORERE - 1
B L

4. BERUVHE=EICEET HFE

1. A& - AEICEHEYT HEE

(hee@)

1.1 Mg o2 7 v ) AZAOZ%  BARMERB oM T D720, AR ORGBEZHET 5
BRICITemhREZIET D Z L,




1.2 7B NVEFEHTDHICY > T, RORICHEET DI L,

1.2.1 BaRL & 0 7 v O AR FSEMEIIRGEES TV, (BRI I 72 THT 5
Cpoe LER OV AUC LD SEEIEIZZ AL 1. 18 L V1. 08 ;5 16. 1.5 &/ ]

1.2.2 7N ERERLOE Y # 2 R OGFRICER LTl mHREAREST S 2 itk vl
FZ ié&ﬁ@ﬁﬁﬂﬁw EEMERT D2 L, Teds, BIVHLZ B 5 WIEOFHITHE S BRI
DEBNHZONTHEIIL, LBIOSUTREEEZHEH T L2 &,

I3%Wm¢ﬁ§ﬂ%m¢éﬁA REENBD SN TWVDHOT, MPEE (BXLtiks
12 FfEl#%) % T 5721 20ng/mL A FIZHERF 2 2 &, [11.1. 1 /]

1.4 hORZEIHIA & ORI LY | IREOREIHI O FEEER S 5, i, IRl
BT 3 KB DT 4 B ORI BHIF & A ot 7 Z A s L 217 9 B 12,
AROE G EZ LS FEET D T ENAREREGA S H L0, BHEAFOREBEROUH S
N D MO O - H5&EELZZE L THEIT L2 &,

(FF#tE. BRBERUEHBIE)

1.5 MRZEOFAEICBNT, KREINTZHEICHANMEAEZRE LEER SO TV
DT, EEREDRIZERETHZ L, [17.2.1, 17.2.5 Z]]

(B RE%EHBE)

1.6 7 L7 F=UEREEFID 25%LL S L2581, ARFID 25% DL EORE IR
HEOMMGRWELEZETHZ L, [11. 1.1 ]

7.7 AR EPMRDIGE TR *HE B AR O LT\ D DT, Al < iE ER a5
I PR E % T& 57217 10~20ng/ml &35 2 &,

CEBMXRIEZR)

1.8 1RRAINISEENC P b7 ZIREAZRE LG EEZMETT 5720, AR XUTEICHE
CToEBO TN CTHRETHZENEE LY,

1.9 JFHI, 1 BH720 o580 ER% 0.3mg/kg & L, FFICROAIZHER L TH
T5HZ &, [17.1.8 B8]

7.9.1 MEERENS 2 BEET

- IR 12 R R O 24 e o i - 7 7RIS & | 1@5@%E%M%£mﬁé
- 1 B H O HEFREGR D2 < &b 2 L ERmEZICHE SNz 2 mold b7 7RI
Sx, 2[R HOHEHREEEmT 5,

-2 BIH OHEME NS 1.5 AL ERRBHZICHIE S 1L mofmd b7 7REICHK-S X
2R 3[EIH) OB ZEMT D,

7.9.2 2 AL

- B B 2 A (3 WIE) o AERENS 1 HMERER m¢%§7ﬁﬁémﬁb
MEREZ TS 2, 7o, &G4 ELURIT4ERIC 1 EZBZE L, EHIC
BT 7REZNET DI ENEE LY,

1.9.3 MEMENIZH 7o TIIRERF O BF R (RRE G/ 2EERHRS) RECid -7 7
BEZHAND,

7.10 B 7w AAOIE A, 0. 5ng A HDEEEEZRETHZ L,

% R

fe={1{1}
=H

A




111 2 @G L THOBRIEROBEDRRD S ngGaid, &52hik+52 L,

112 @, 3VAEFTO®RELETLHZ L,

5. BEERALIE

(1) BERT—5/8yr—
LR L

(2) ERERIEERR
LR L

(3) MERGRRHR

(Pt aE)
17.1.1 BBHEIZE (T DIEH KRG O]
(1) ERATHASE THEEAER (35 41). EIMKREASE T4E5ER (69 ). EMNHE MAALLEEER

(82 51)

KGRI E CORFRRER (1990~1994 ) (2B W\ T, BBM%Z O —RIGFEDRIL,
186 il THpt S, 1 ERBAFERL N1 FRBAFERIZZFZNEN 97. 3% K
93.0% T o7, HHEGIE 74/186 5] (39.8%) THE 101 [A]A 5 L7z 9710,

(FoHETELE)
17.1.2 FFHBHEICE 1T DR RSO HNH
(1) ENEER

AR E COMKRBRICIBW T, BN TEERSSHFBHEFEREZZT, #7812 A
Z (EEHE « 7 BN) BEEENT- 24 60 6 B H BREEFRIL 65.6% T o
oo 2D 5L 8 BNIRFHINEIRE Ch > 7o, FHMERUSIT 4/24 B (16.7%) THENT
B BT, WTFNBRETZO I L0 1 EZREAT oA R UL ARIEIZ X
VISRV LR U7z, F£72. 1990~1995 4EICEN CAEMKRE B 221, #
sua ) LA (JEREK - 7)) PGS 120 o 6 7 HAEFFIZ8L. 7% T
3?)07"?_ 12). 13)O

Z 7w l) h2AERLA THNC 12 BEE U CTRET LICRER (1997~1998 48) | 4%
KL 100%, FEMESOSAFEBL L TZREBIE 4/7 B (67.1%) Tholo, #7m U LA
ATBANLDOE 0z (10 ) TORFTIZ, RFI TR O 4 E DHER S 41,
FEHESOG AN BL L7 REBIE 1/10 (10.0%) Toh o7z 019,




(FotE RS
17.1.7 BRBIEIZE (T D IEM RIS KR UFSHE F 78 £ % 0|

[FHiR5]
(D ENaTHASE DFAEER (21 6. ERHREE DTHEE (38 ). BN M LLLEEER
(66 1)

AR £ TORKRHER (1991~1996 4F) (2T, B BERBAE % OB 6 395
(GVHD) O FBix HIIZZ 7 v ) LA (FESHK - 77 &V) 85 Lz 125 il
THRICHEZRIT L, [REDLE LD grade T LL D GVHD O FJiE 1% 22 i
(17.6%) Toh o7z 1979,
Z7m ) NAERLAZ 9 FICHRG U CRET Lok (1996~1998 4F) | grade T LA
@ GVHD DIFEEHRIL 33.3% (3/94)) THo7-19,

CakEs]

(2) EMEER

AR E TORARRER (1990~1993 ) 2B\ T, FREBM %D GVHD39 Fillzxt L
27 AR (FEHHK - 17 'N) G L, 2 GVHDT/13 # (53.8%) MK UME
P GVHD12/26 5] (46.2%) DAL EORhEE R LT 2,

(4) REEAIRER
1) AEREER

(FBHETEIE)
17.1.1 BRHEICEH T SRRSO
(2) BN M ER

RO TR CITREAFEEIT K 2 Mkfein i 78 IR EE 0 = 1] 104 Biic 2 77 o U 4
A (R - 7T A) PG EHL, 5561 (52.9%) T T4 LA Lok
P BT 2,
g7 v NARER Z 17 Bl 12 B EFE G L TG L72RiER (1996~1998 48) |
AEERIT94.1% (16/17 ) . HEMESOS 3 FEHL U AERIE 2/17 B (11.8%)
Thote, 470 ) KADTEANLOEY B (19 F]) TORF T,
TR T A G DHERE S, ERERUSIIRBLL 207 20 2,

Q) ENFEMAERER (B sHHER)
BT R —HUARBESME « BT HLA UK O (KA B E 12 . Bl 28~7 AR
LB HETETHX 70 ) AR FSEAIIZ 7 1 ) AARHED e L%
P U7, BB FEMSRIL 1. 7% (22/24 ) TH-o7= 2,

CEB MR )
17.1.8 ENFEMALRABREVCENELNHEIETEAR (7.9 1]

HSE B ST EE O HHEMEEE I KIBREH 62 flaxtRe L, ¥/l AAxnT
BARE32 B, 7T AREE 30 Bl 2 MR G L (beiEsdlR), 27 vl L%




TEABICBITHUER DAl AaT7 I CL5%FEE) I£10EEBY THo
7=, Fio, HEIEOHIEMHESMERGREE 11BN, #7 v ) AR B TRV
2B &EE L GEEMRMED, tER (DAl Aa 7 Ik 2 8EE) X
45.5% (5/11 ) Th o722, Wizt e & HEIX 1 [\ 0. 025mg/kgl H 2 [ 4]
MRS L, £O%AME T 7IRE (10~16ng/mL) & 7225 & 95 H&fE L7z,
Fio, BUAHHEGREBR O % 7 1 U A AR K OVEAE O A BB KIGR &
Fio, 2LIBOHIE NS 7B A b~10ng/mL & LTZ 27 ul) AZAH L%
E 12 EMEE LR, Bk ERICRIT 286EFE DAL 2 a7 X HikE
BE) 13, EHE61.9% (13/21 45) ® JKTN66.7% (6/9 ) 0 Th -7z,

21 DAl A= 7 ehEsR

WERERIE (%)
2ol hARE 7T AREE

DAI A a7\ X Aok fEe* 16/32 (50.0) 4/30 (13.3)

DAL A a 7RV CHHMERS, MfE, FEHLE AT R, ERI O 2MRIFE
o4 HBETHKE LSS TdE & L,

/}:) %m*ﬁ%ﬁ%‘ﬁf@)ﬂiéﬁﬁ’ﬁ{f 25). 26)

UToLy HEZBEL, 272< &b REMMHED 2 BFITIRER O RH
R R R/ME) IR, ABREH T TRE L, £fFzEt, 1 B
HREO ERIZAE 7 7IREP GO LD 0.3mg/kg/ HAHS & LTz,

M~ 7 7

Egukr‘r ”:/E;\ ) E%pkk N
S S DR B 5
1 [\ g 51 HE (12 K024 #|D,,=D, X 12.5/

JFRI &5 4 HH

Lil[Y)

((CiptCon) /2X3)

1 [ H OIS 2, 3 H

B BB RA, #5-7. DD, X12.5/C%
/‘E\I\ 10 e SN N new “old .
AL A0 8 HH) T2HHm
3 [a] { ¥ 2 Bl H O 1.5 LA
515 H E RGBS U5, #5 |D, Dy X 7. 5/CF
12 HH) T1 W&

= Yzl B k ‘u ‘

3EIH OWELGRINE |3, 4, 6, 8, 10, 12380 | o

(MBEIZSE T T0)

AT H IR /# T IR

trough

D, : FHEETOF G (FRE5BIAAET 0. 025mg/ke) , FLH S TZMEDO/ N LLTF

B AR UEER AL, 0.5mg 2 A T bITVME LS T 5,




(5)

(8) /A

2)

G- BALRRE O G- &

30<~ 50. 0=~ 70.0=~ 90. 0=~
#E (ke) < 50.0 < 70.0 < 90.0 <100. 0
#5-5 (mg/[]) 1 1.5 2 2.5
D, : PHEIE OE-&E, BN SNEO/NURLLTE AL &2 UEEF AL, 0. 5mg
iJﬁTHﬁ%Lb\Tﬁk‘ﬁ‘é

K1 o Gy DVE R TR A UL KB DG Coyp 2 W25 D, =D, X 12.5/
(Cy,X2.5) KV, F7= Cyy MWER FIREARN SUI KB DA, Cyy 2 AW
72305 D, D X 12.5/ (CppyX4) KV 2[HOHEEZRMT 5, LIERE
TRREARM SUIRMOG AT, & FIREDHEZ AL TRP ORI
FOVERET S,

¥ PAEIREH SN B G BEOMMNSN L EIBEESD 250 1 #8258
SIS F77()%fb>5% Z 10ng/mL PL EOGEICITHEREET., £
10ng/mL R OBEIITHE Ny % 1 B EEESD 250D 1 &35,

%3 : C*) 7. 5ng/mL LL I 15ng/mL K DAL, BIEOHEZBIZ 0.6 %
(=7.5/12.51%) LI-H&ELET 5,

C* : 1[BIHOFHIN S 2, 3 BRWRERICIT D 2 JOMH b7 73 OYE)fE,

C* : 2 IH OFEIAH 1.6 ALLERBIF IR IT 20 M7 7IRE, 2 865
Ai%@ﬁﬁ1

Corongs © 2 HLARRIZIWNT, BAZRREEE (5~10ng/mL) Z WML L7zifh b T 7 REE,

&5‘2 B COREEMG - EUER 7Y 2 —)L

l}ﬂﬁL\Hﬂd‘: DE IOEIE ) ISDE
| ......... Sl | R A | R
U 5 P £ T\\ ----------
12 FE[H]| (24 FE[H] EEENCEE] 12 A B

RLMEHB
DR L

BE - REHEER

%

1)

MR L

AR A

ERARERE (—RERKERAE BECRARERE, ERAMKRLERE), RiER
RET—FN—RHE, HERTRERSABRONE

(FEHEfEE)
17.2.1 BBMEICH T HIERREOIMG [7.5 5]
() EARERE
il O (1996~2002 ) | 75 1 FREAFRL O FRREESR

im&kﬁa%%)?i%ﬂ%h%ﬁ%&@%@%f%otwo




17.2.2 (DRBHEICH 1T B iR RGO

(1) EARERE - REEIRAE
Tl % OFRAIZ 31T 2 DM —UIREES] (10 #1) @ 12 B REAFER D
12 W BREAERITIVTNE 100%, 12 B RBFEHEHSOSFEIERIT 40. 0% TH -
7o Flo. SFEBRBEAFRL O3 ERBAERITOT S 100%, 3 4 REEHE
MRS FEERIZ 50. 0% TH 7= 2,

17.2.3 FhifSHEIZ & 1+ B iEHE R G N4

() HEERBRERE
il % DI IS8T D it — UIaiiEF (12 1) O 3 FERFEEFRK O3
FRBAEERIINTNS 82.5%., 3FRBEMPUSTHEIRILT5.0% TH -

7=,
17.2. 4 BEFBHEIZ & 1+ BB R D HNH
(M HFEEARERE

TR DI I 1T B IR —IRRER] (35 1) @ 4 FRFEATFHEIT 100%,
4 RFEAEAERIL 78. 3%, 4 - RFEEAASCRBIRIL 37. 7%, 4 FRFEA X
U BEBLERIT 95.5% TdH o7 0,

17.2.5 BHBIEICH (T HIEMRRGRUBHEFREEZROIMG [7.5 28]

(D EARERE - NEFAAE
[ PR 5]
TR OFHAEICI T 5 grade I LA o> GVHD D BFER IR (BAlTE 100 HE M)
IE A (215 61) TiF 44. 1%, /N (117 f) T 40.8% Toh o722,

REERS]
MR OFRAEIC IS D 2 GVHD (k9 2 A %h=I1%, 56.8% (42/74 f5]) ThH
S 7730,

2) RBRKHL LTERFEONERERELL-HBE - RROBE
MR L
(7) Z0ft

(R HBSELL)
17.1.3 LABHEICH 1T 5 IER RS OME

DBRETHT 54 20 ) KA R - 5 72 0) OIS OBHIE A HeR
RTW5 2% GEAT—4),

17.1.4 WSHBIC 45 1 BRI O 1%

WBHEICIST 55 2 0 ) B (I - 7 00) DAHRELIS OB R TR
TG 09290 GHEAT—4),

17.1.5 BERHBIZE  HIBR RG0S

WA 5 5 7 0 U A (S - 0 772 L) OOREHLIS O I A e
RTB 99 GHEATF—4),




17.1.6 /NZFFBHEIZH 1+ B 3B R D HNH
INEBRBREIZBIT D2 7 a ) AR (QEFHE « 77 2V) OFEHEEES O] 2h Fh3 s
éj/bfb\%) 40) -42) (571\)\51»—5)0




=2

RECEJ HEE

2

- EEZHICEEH S LENXITLEME
TP (7 m AR ) =_n ) LAX 5
EE : B#EOH B LAMOMEE - DREL, BHOETRLEBET DL,

. REER
(1) ER&ML - ERHF

(2)

(3)

18.1 {EFRF
g7 m ) AL, THIZAEENS DY 7 FMMEEE N U s it E I HE
RBRTHOLIN Y =a— ) VERET LI LT, 14 M A VEARH KON
ZPE D S I E R 23 ),

EM & R T HHERAAE

18.2 In vitrofER

18.2.1 THIMEHILIC L2 THlEN S DA v Z—n A% (IL) 2 KOS v H—T =1
¥ (IFN) -y &A% 6F, HEHEER Fa, IL-18 KO IL-6 %D FEA S Il 3
% W

18.2.2 Sy R LIS OB BEAR A S DT 6 2 MfIEIEEs < . s Rl 35
BIRMEDN RSN TND W9

18.3 #iEIC® T 216

18.3.1 T BHET v (W=7 AP D A X® T kW) (BT 5Bl
PR R A I L. AR A LR S5,

18.3.2 7 v MAENTOMREKR O A X MRAEERIC K D AR ZEME ORI, sy 25Mid D
DN B k9~ 2 BEFER R R A 2 5092,

18.3.3 Bl g FIWET /L (U A D T v k) (ZBWT, Bhl A kHE £ 506
affl L, AR A IER S5,

18.3.4 BBMEET /L (EE® A X0 Ty %) LBEET NV (Fv ) 0 fi
BHEET L (4 X) BDROEBET L (£ X) DI D Bhllsas e O & 40
FIL, EFEHEEER S5,

18.4 KiZEIZxtd 51ER
RIEVERBET L (77 A) ITBWT, KBTS T Hifah & o IFEN-y O
PEAEZ PN L. KIBRPIREA BT 2 0,

fE FISETRIST - FABER
B L




VI

EWEREICEY HIEE

1

B

il

(1)

(2)

EPZ

DHeEFS
BELAEMLGOLFEE
MERR L

ERRRER CHESE Sz RE

op
X

‘f

16.1 MmehiRE

16.1.1 BiiE

KR E TORKRBRIZEWNWT, RABBMEZ 9B 70l LA TRV
0.16mg/kg R AHE LT & EDIEYERENT A —F TR D LBV ThH-o72 9,

T Cox AUC, 1y NS 7 [
(h) (ng/mL) (ng * h/mL) (ng/mL) (%)
4.27+2.9 44445 2744198 1612 20E17.8

12 IRF % i A 5 B CE¥£S.D.)
SORAE RPN
16.1.2 FF#stE

NS CEEEE 5. 3 ) 12 W T, RIS ARERR T 2. 7T~4. 4 %
OO G R CRBEEOMBEHRENG LNV GMEATOZ 70 AR STk
NEHREDT — 4 ),
16.1.3 /NS F&HE

NRNBRERERTE CEAAHER 2.9 73%) ICHB W T, BACHAREBR T 1.3~2.5
FOROKGECHREBEOMBEHRENG LN P GNEATOZ 70 ) L2
TAEEREOT —4),

16. 1.4 ;EZMEXE %

RNTESE RGBS 8 % 7 a ) AAH 7 /L 0. 05mg/kg ZREAHKG Lz L &
DIMBFE T A —F TR DO LB Th-o72 9,

Tmax (h) Cmax (ng/mL) AUCO*12h (ng M h/mL)
2.4%+1.4 22+13 136105
(SE+S.D.)

16.1.5 #4OY LRATEILEA S O LRBER D LHE
MANBBEREZ OGN HY 7 a ) AR TEALR O 7 al) A AR 2 FRAEES L
7L X OEYENE T A—HITRD LB Tho7-2, [1.2, 7.2.1 B8]




VoA % HE R e (FERL/ 72 L)
D |
F2 | (ng/ED) | O Ao iz Co Ao sn C... AUC,
(ng/mL) | (ng » h/mL) | (ng/mL) | (ng * h/mL)
1 2 10 42.7 18 94. 4 1. 80 2.21
2 1 10 70.2 9.3 68. 6 0.93 0. 98
3 3 27 165. 4 23 113.3 0.85 0. 69
4 1 14 105. 6 7.2 41.8 0.51 0. 40
6 1 9.9 61.5 14 69. 2 1. 41 1.13
7 2 13 92.0 13 103.8 1. 00 1.13
8 1 2 36. 7 6.8 27.6 1. 10 0.75
9 1 4.1 32.6 3.8 34. 1 0.93 1.05
10 3 20 230. 8 42 320. 0 2.10 1.39
SEH 1.18 1.08
+s.D. | N N o o +0.50 | +0.51
EYFERIRE R O

(TMEFEEHEOEMFIORERBRT A FT A4 2 PR 94 12 A 22 B EEIESEFH 487

oy SRR 13 4R 5 31 B —EdUE ERRFEIEEE 786 B, FRk 18 4F 11 H 24 A —#fdiE 38

RRAFEE 1124004 B, KOVFEAL 24 422 H 29 H—HdE EAFAF 0229 4 10 5])
Hrua ) AADTeNbomg (=T v] L7a T 77 bng DFNEN]L AT &
N (Z7ma ) AAL L Tbng) #, 2/ 207 v AFA— "—JEIC X RFERAS I
A EE HLEIRE A 455 L C LC/MS/MS IEIC T % 7 1 U AR REEZRIE LTz, HFoiiz
HEBEHEXT A — 2 (AUC, e Coo) 1T OUNT 90%IEHE K BIEIC CHEEHIRIT 21T o 72
fEF. log (0.80) ~log (1.25) OHFPHNTH V., WAL FIIRIGEMD MG S,

(ng/mL)
50

40 —— Yo 0O0UALARNTE)IN5mg T=70)

Ea -A- OS5 7 HhTE)IEmg
g& Mean+S.D., n=30
4
7
O
1)
A
2
-
E
: =
60 72
RF (hr)



HERT A—H BENRTA—H
AUCOH?Zhr Cmax Tmax t 1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
2 ma ) NAJ 7B/ bng 277. 32+ 32. 2468+ 1.57+ 32. 78+
=71 | 142. 82 10. 5116 0.57 2.72
3 L 3 275. 26+t 30. 8589+ 1.72+ 32.48+
7w s 7777/ bng
146. 95 9. 8366 0.83 3.3

(Mean=S.D., n=30)
AL AT AUC, G, 0D /85 A — 4 1%, B ORIR, iR OFIEISL - RS
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(An Australian categorisation of risk of drug use in pregnancy)

%k : Prescribing medicines in pregnancy database (Australian Government)
<https://www. tga. gov. au/australian-categorisation—system—prescribing—medicines—
pregnancy> (2026 44 H 7 7 & R)
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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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