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ERHDHDT, AFROEEITEE L CIRESMIC kR, EHkhE
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8.3 DEMXQTEE. LFEHH (torsade de pointesZ&de). LM
B, TR, BREET v DEE TR, DM,
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F# (CYP2C19 K% UCYP2C9) %%
HY 5,

IR

(F7 L h—)
RRFERAEL L EY — )L
272NN

NI H— v

T )NV EX—)L

(7= 3—))
[2.15#]

Zh b OHEA & OPERIC X
0 AFIORGE MR S vl
PRI T DI TR
b5,

ZIH DEEFNL, ARHK O
fEsE (CYP3A4) ZHET %,

EEY R
(=7 v7)

X=vr

[2. 1]

AEIEOPFRIZEY, Zhb
DIFNO M EEEASHINL |
QT #E K. o0 % R R
(torsade de pointesZ {ip)
72 & 0L o RIE %
Sl TBENR b5,

AHNE Z A B O IEA DA
B (CYP3A4) ZPHET 2.

ANT TV
(27 7)
[2. 1Z/]

AF & ORI LY, A ~T
Z VU OmMARESENL
MWEOHRIRN D b bk
TR d 5D,

KFNIA NT T2 v DN
ik (CYP3A) %PLFET S,

BT AL R

EYEPIEE 7/ S 7S
Ay A Ta T T
=A%
(7 V7 X A
DA N == V= g
TERARY
AFNxpdX Y
(3% M)

[2. 154]

AR EDPRIZEY . 2
DHEFN O L PEEEE 2RI L
EZfhErglERITEZ
nnbhs,

ARFNT Z 1B IR O AR HEE
F (CYP3Ad) ZPHET D,




pS R BRARIER - HEE 71k Wy - fERIR 7 pS R BRARIER - HEE ik ey - fERIR 7
[NV AFIEDOOEFRICEY . T | KB R Y T Y T ARG PLTAMAIE Tz b EDOPFRIZE | 7 == b UiE ARFIORH
(T FY) V7 AOMARESML, | BE#R (CYP3A4) ZPLFET D, Tr= kA 0 ARFIDC,, 1 T49%, AUCIE | BEsR (CYP3M) ZiFHT 5,
[2. 1] 5 FH D B8 3 R0 VR Y ey R AE = 69%I L7=",
ERIEFEITREEALRD D,
FhTvun AFIEOPFFICE D FH 7 | RENLT B 7 L a Lo AFIEOPFICLED, 7x= | AANET7 = = b A > OfRH
(FU Yz LA DM LR L. | B (CYP3A) AIRET D, I~4L‘/c7)cmxc;t71).7f%\ AUCK: | BE3R (CYP2C9) #MHET S,
(2. 1508] /IS 1 T 25903 L St L7
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[2. 1] J A v DM E R RN | B (CYP) ZPRET D,
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ARy AHIE ORI LY, AP R
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PEDT Y AEIEDPRICEY, 72
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% FUREATE R JNEFATF R s F =0 | 2 b O EHNEAK O
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NERART VAL

TRANF VA= L OPH
12 k0 ARHIODC,. 1 14%, AUC
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AL DOPFRIC LY, =F=
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1E53%HN L 7=,

sk (CYP2C19) % HET 5,

KENL Z 6 0 A DR H
ik (CYP3M) ZPLET S,
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1. BIfER

WOFWERBRHHoID Z ENDDOT, x5t
DB NI G & ik 5 7 LIl G R ALE & 1T

1.1 EXGEMER

SIANE %1
THZ L,

M1 Savy BWERH), 7HI24 5% — (BELRH)

11.1.2 hEMRBRIEFERMAZE (Toxic Epidermal Necrolysis : TEN)
(BEFEARTH) . KRISHEIEAREIZEE (Stevens-JohnsonfEfEEE) (BEHER
). SRATHE (BEEEAH)
RIBEDRERD B b A3k 2 ik U, @R 0E 21T

5k,
11.1.3 FFIEE (5.0%)

EERIES (FL, A, IFR2, IFEEES) Xbbbhd Z
ERHY, ECHlbAESNATND, [1.2, 8. 28]

11.1.4 DEROTER EEARY) ., DEHE (1.0%) . DEMS) (EE
). TEIR WEARY) ., E2EEIOvY (HEARH)
DEMOTHEE:, =M (torsade de pointesZ Gde) . [y AME),

TER, FRBEET Ry 7 LE

P Bk,

MM, SR

ENHOLONDZENHD, [8.3, 9.1. 25 ]

11.1.5 A2 (3.0%)
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[CRca PR
11.1.6 BEE (1.0%)

HEREES (BYEEES, BR, BRM

ZEnbD, [8 1B
1117 MEIRESEAEREE (LRI
11.1.8 %52 - NL—FREE (IERY)
11.1.9 M&EEE (2. 0%)
BRI, LB, AR B, SRR RN M
PRI S0 TS LIRS E 28 B b B = & W 5, [8. 18]

11.1.10 BIEERES %

(HEAH)

o
(4

BE) LIS

TAIEPERIGREDEERRMRD S O OID Z L3 b 50T .

THIN G HONTHEIITR G2 PIL L, EWEORLEEITS 2 &,
111 =8 (HER)

AR OMREEE N H DN D Z LR H D,

11.1.12 &N RAARAE

(HEAH)

SR, B, CKER. MR ORI A2 e By 5 e
T B RESRAE S B b5 2 LR 5,

11.1.13 FEMR % (0. 2%™)

Rk, RN R, RSEA, I OB (I8EE) EXRDLNTGE
Wi, EROITHERXAR, MERCT, Mg~ —h — O L I L,
AR OEEERIET D L L bIT, BIBERERVE CHIOEEEDE
IR E 51T 5 2 &
11,114 BEHE GEERE)

HERKMENRS bbb 2 End b,
11.1.15 EHES (0. 1%7)

B BRIV ORTEOREREER D DD Z ERd 5,

#11.1.16 SH Y D LMmE (1. 0%)

[8. 1&H]
VE o S BUBE A ARRTR A O A A ISV TV D,

1.2 Z0thnEIER

5%LL |- 1~ 1A R B
MEKR Y o8 [ A BRI SE L i, VoS
R AN AE
LR i, LERITE JiKAE, B~ =
7
H - pkgREE T, HO,
TRPER
ksl A ADHASSE £ 53 Wk Il R B HE R
42, HUIRIAERE T
HEAE, FOIRRAERE
K TAE
R R AT, B | IR R, IR 2% . Bk
MR MEsE | SRR 1 PR, GRIEZE, fARE
B IRIGTRIE., 5 RN R S < ]
SN AR AR
FLEHRIE, JCHUE,
MM . AR
MR A 1
IR ML, R
R g8, S
H hEE D, TR MGG, g o e, Whs, +
OO, R, T THBE. BN
R A N = =i s R, ER, WER,
[N N EVRIE, MR
A AEE, AR
RERELVE . DS
WrEEER. A
(a3
) qox e )9, Y | TEIE, PESHEALR
G Rk AE I, 5 § WS/ RIE. AT
TR, KA SV PR
FE, O
JFRETE R b IHSEZ . MRAAE,
JiFRE R
&Y F OV R RIEETS
U
ok PR R OV B R | ARIR M, KAV Y RS RY A [ Ea L AT a—
E PNk Jiikid VL
58 s B OV & W, DU BAfI% IS
AR
AR SRR B PRANRREAE., W, | KM= = — | SBRESE. KA. M4
FEPED v, Bk | moSTF— TR, BRAR T
[ SN RPN PN 55N S N
fBUIR , X ARREE IR TERLSAE . fEARSE
B, BB FRAEERE
biile RARAE BETLIREE, L5, 4 | A% 5N, Wk
W, %I
T B OUR BRI MR, 77
3
L EENE 0 1fi.
Fe OB E
BN B OVRE T AR BRI RIB AL | SRR BTEIE, BRR
b BE, AEHEIVERLBE, 5& SRS, BE
%, BRAE, MR SiE B B
EAESG, 2T, P, SRBE. [EEIE
OB, LB K 5. Wi, T
R W, fER§= Y 7~
b= A AR
VT 4 U HE
Jiik=ge AL RHE, i
MRZE. #EAR%E, U
oNE S




5% 1~5%A ITES

ALTHEN, ASTHY | i & U L e B | BUNBEAN
JNCALPEIN, v |0, f vy
~GTPHEAN PN
7 F = Hihn, LDH
B, f s U
PN 2N )
7 AR, iR
LT R 7
TV UDE A~ —
BEN. LY FDP B
m, T —
BN, AFmRERHEN,
JMIN e e

56 R A P | B U T L TR SR D ARG IR O N BRI BB O ISV T D,
a : FEBUBE IO AT O RICIESVn T s,

b [1.3, 8.55H]

BHEEAR

A A

14. EALODEE
141 EXRBSFOTE
BEFEDRRNE DI, RTEDIESIEBIZR D ETHRERS oo
46mLOKZIEITMZ LBV IRED Z & IR IT40mg/mL & 725,
14.2 EXEBERHOZE
TR VIR TS, TEREICIEIRZ 0 Bs 2 &,
14.3 EXIXfFEFOEER
BRI R X, WURE 2 RET . 30°CLL T THAAE L, 2RI
AT aL 28T s2 L, £, A Sh-iRAMEZORKIT
BT DL OEET L,

15. ZOHOEE

15.1 ERERERAICE D 15k

15. 1.1 AAMEANBFIZB T, AU 2y — Lo iR E & FbE
TR B H S BLR O MICH IS B2 BEERE O b iz, A
ANERERAC B TIX, FFRERERE SR AE LIERI T, 230, I
HER PR EANE ST W SES O MBETIEE -5 7Ty b
4.5ug/mLll ECHoTz, Fio, ENERBER CITA ML RS
PRI Uz e 5 m o % ’73[1‘2_ HZeL LChT 7 MR
4.5 g/mLEA E DA HEIZG U TRSG B RET D mMPEET
=XV 7 EE Lz, ENAOEKRRERT — % 2513 FHEE

B EE O W BLAE THT 2 MR EOBEIZRD ST,
(7.4, 8.75H]

15.1.2 At d 2 VIT DR & kP4 & LT OB IEIC
BT, AFREBE CIIRERV: LEBEORAEY R BT —v
RPTEFESIERR BT L R L CHEICELS (O — Rk 2,39,
9S%IEHEX M 1.31-4.37), Z DAY A7 11800 22 5 EHing
TORETE (NP — R 23,52, 95%EHEXH 1.59-7.79) LD
WS H 5,

15.1.3 AFIR G, R R O B fEN R A L &
DWERD D, Fio, AREHEG I, SCHREMSUS % 5B L
Tmé$%f&ﬁﬁ¥£&ﬁ&@ PERAENFA LTz & OWER

%, [8.6&]

16. EEHRE

16.1 mMAEE

16.1.1 BEREi%E
AARNBERERLA B (%A &661) 12, A Y =5 —/1100, 200, 300
JM00mg % ZEREIRFIC B EIRE O B 5 L7z & & VIR ik
LU TIER L, AUCK UCo 3 BT L TR DN & 7R L7220,

5k Crax Toax AUC tie
(mg) (ug/mL) (h) (ug+h/m) (h)
100 0.39 (54) 1.2 (33) 1.82 (101) 4.8 (42)
200 0.91 (41) 1.6 (44) 5.12 (70) 1 (41
300 1.80 (8) 1.3 (23) 11.58 (41) 6.8 (31)
400 2.88 (26) 2.0 (0) 31.01 (62) 11.9 (51)

HHE6H], T (V)

16.1.2 RE#&ZE

(1) BERA
ARY Y =k, EIZCYP2CIC L R &5, CYP2CI9IZ ITiER
FERNGFET D120, BIGTOX A 7128 0 ZAER) (EM : Extensive
Metabolizer) ., 22KV (HEM: Heterozygous Extensive Metabollzer)
K OMEVY (PM : Poor Metabolizer) BESRIRIEZ AT DA T
figthir Lz,
AARNGERERA BEIC, R Y 25> — L 1[E200mg % 1 A 2[E AR 1
F5 (ARES  PIAIC1E400mg 2 L A2M]) L7z & 25, EM&ZUHEM

T2H B, PMT3H BICIFEERIRIEISE LY,
®57H B OEYENRE T A —&

CYP2C19 o Chax AUC. Thax tie

A s (ug/mL) (g« h/m) (h) (h)
EM 5 2.15 (30) 12.02 (45) 1.4 (39) 6.1 (15)
HEM 5 3.36 (24) 20.01 (37) 1.6 (68) 6.1 (14)
PM 10 6.87 (14) 65.05 (17) 1.6 (47) 9.0 (12)

SEEIME (%CV)

_ 9

£ 8

S}

~ 7

#

= 6

=

| 5

"~

= 4

:1 -o—EN

% 3 ~O—HEM

% 2 —A—PM

= 1 S + R

O-

0 2 48 72 9
7 HHEEGERRE (D)

(2) MNREZFE
AARNNRESE B~145%, 186)) 2R Y 2F > —/ L 1[E8mg/kg% 1 H
2[a] (A5 9] B 12 1019mg/kg % 1 A 2[A]) 7 H RN 5 L7=14.
KIA4 vy 7L LTlE9mg/keZ 1 H2[0I7THBKERORES Lz &
& DRAEFEFA% DC S ONUC, DRTEEIE (FEPH) 1 X227, 22
(2.03~18.3) ug/mLK%UM5.8 (10.0~156) ug -+ h/mLTdh 7=,
[7.2%H]

CYP2C19 Bk Chax AUC . Tax
AR (ug/mL) ¥ (pg-+h/mL) () ¥
EM 6 5.49 (2.03—11.0) 31.2 (10.0—80.8) 1.5 (0.95—3.8)
HEM 10 7.66 (4.45—18.3) 49.3 (14.5—156) 1.1 (0.92—2.2)
PM 2 12.3 (11.6, 13.0) 99.1 (84.0, 117) 1.0 (0.95, 1.1)
245 18 7.22 (2.03—18.3) 45.8 (10.0—156) 1.0 (0.92—3.8)

a: AP (REPR) SUTRATEE (4 off) TRLE,

b: PfE (fEFE) SOTPRfE (H -~ ofif) TRLT,

125 LA 155 A TR ESOkg L B/ NRIBIZIE, R & FEEICAR Y 22—/ L 1[al4ng/kg % 1
Aol (S ) HIC1ml6mg/ke 2 1 H 2) 7 H RTHRNEE5- L 721, 1[H1200mg% 1 H 2[7 0
MR RN G LTz,

CYP2CI9BHAFAUE, AT OBETFREY TSN KB TH S,

EM : CYP2C19*1/* 1 3i%CYP2C19™ 1/ 17

HEM : CYP2C19™1/* 23 (%CYP2C1971/%3

PM : CYP2C19%2/%2, CYP2C19*2/%331%CYP2C19*3/%3

16. 1.3 £EYMZHIEFHEHER

SAEABEEERR A, AR =Y — 1 200mgfE XX RT7 A v uy 7%
40mg/mL O D RREIR & LCAR Y =29 — L 1[E1200mg % 1 H 2[a] (Aff
B M1 1E400mg & 1 H 28]) 7H BER G L1z & & oERy@hne
FRAEDN D 200mghE & RT A ay TREWFRICRETHH Z LN
TRENTES,

16.2 WRUR

16.2.1 "M A TFRLSE) T«
REalb—var7y—~axx7s 47 AEfind, BAAKLOS
ENIZB T DEFEANBEORY 2 F ' —ADOARL FT XA Z Y
T A 1X96% & HETE ST, ENEER S MR 81 2 BF DA
TR_AFEY T 11, FIF100%TH - 7229,



16.2.2 BEDEE
RN, BIEIE (]91000kcal) ZHl-7mE&ICRY a3V —
NESERIUI R I A 2 u v 7L L T200mg% 1 H 27 H R AR O #%
B Uz, EHRAIRIEIZ R 5 Co L CAUC 1322 IERERE 5. & Ll U | SEA
TIEENEN3RLV2AME T L, KT A >y 7 TIEZENENE8%K
UBTHE T L7z Tl TEFIC LV EEAICTIT L ABRIEIE L, KT A &
2y TR SERIERIE LY GHE AT —4),

16.3 %
TR A DR Y 2 — L O EFIRIEICIT D 5B FI$4. 6L/ kg
LHEEENTZY (HARAROSNEAT —4),

16.3.1 #AMATBIT
RY a3+ =B EBI~ 10 O MIEFR R U 2> — L 2%t
FTHBER TR Y 2 — VERE O IX0. 22~1. 0 (F{E0. 46) T
572 GMEAT—4),

16.3.2 EEHEEE
RY a7 =Lt bR AT BRI, 8% Th o 72,

16.4 3t
In vitroRBRIZEBW T, AR U =2 —/LHCYP2C19, CYP2C9 K TCYP3A4
IChoTRHEN D, AROFEERIYIIN-AF 2 RTH B,
[8.9, 10. ]

16.5 HEitt
AY 3 — ik, RSN X VR L, BRI G%I6RFHE £ TITR
IR R L LTGRO S 4159,

16.6 FENDEREHTHESE

16.6.1 FFHEEDIET L1 1ERE
BEFERE AIC R Y Y — L 1RI200mg & 1 H 2l8] (B 5-1171400mg %
LH2[ED MO ORFHEEIR T3 (Child-Pugh/y 82 7 AB) 1A
Y Y —/L1[E100mg % 1 H 2B (B 5-1[E1200mg % 1 H 2[E]) KA
BROBE L L S ORKREEHOAC IXHECR L Tho72, 20
EEMBEPR Y 2 — VR R T G2 A BICIRIEIE
TEHFRRBICEE L7 PR ITREREIR T CIH6 A H £ TERIRIEIC
ELR»o72 SEAT—4), [7.4, 9.3. 28]

16.6.2 BHEEDIET LI-HERE

NP EEOEHERTEEVLTF=29 752 R30~50mL/min)
AU aF —n163mg/kgx 1 A2[E (AT 5 1E6mg/kg% 1 H 2[A])
THRRERIRNE S L7z & & BB IER 225 & H~AUCK
Vo CHEZITRD SN 725 GHEAT—%),

(2) mi&BHT
AR O MEEHTIC X 0 MAEFR Y 29— L D8%is Rk S i
GMEANT—24),

17. ERKRAHE

17.1 BHERUVREMCET 55

(EEXIFHAMERREE)

17.1.1 ENE MR (15010015E)
BIEMEERIE & 20 Sz BE UTRIEEERE S R < Bebh /- &
Frxtgl L, 1004 (R OpEEe14], $aoRE18El, A v Fik
2160 2R Y aFy—nzkh L,
ROFEOLRET, Y BICAM AR E LT300mg% 1 H2[E] (KE
40kg AN DH5E13150mg % 1 H 2[0]) | 2 DFRIFHER A& & L T200mg %
1H2[E (KEAOkgHTHOEA1X100mg% 1 H2ME]) RAHKE Lz, 7277
L B 583 H B O MR Y o) — VIR ER2. Sug/mLLL B &
XX, B5BAMA5H B LAIX150mg % 1 H 2[R O 5~ L 7=,
HEEIEOSR G, EEREHEOHR AL, HEYRICATHREL
L Témg/kgZz 1 H2[E], ZDHKIFHEFRFH R L L Timg/kg% 1 H 2[B1FH AR
WIS LTz, 7272 L, R 5BE3H B omifhR Y ) — LR
2. 5pg/mLLA oD & & (3, F5BALE5 B B LA 3me/keg % 1 B 2B RN
B o i Uiz, BEEREEELSNOSEIL, K5 BICATTH&E
& LCbmg/kgZx1H2ME], ZD%ITMEFIHE L L T3ng/kg% 1 H 2/l
AR B G- U 7o, BAERIEE 3 AT o 7otk IRBEEEMIC LV &N
FRIEMATHE & HIE SN BH BV U RE~DOY 0z (A
A v FPRE) AAHEL L, B 5BREA3 A B O Mg h e 232, 5ug/mLA
D & Z1X200mgZ L H2[E], 2. 5pg/mLEA Eod & & (X150mg% 1 H 2[RIF%
AgeE L7,

B HRTR (RKEGHIMI2ER) ORADRAZFRIT, LT 0@

D Tholz,
R /3524 Fh /B
B2 F MsE 1/2
B Y HE 5/5
NV vV H IR 4/4
RAEST - iAo ¥ HE 1/1
INEE 11/12 (91.7%)
(REEMERT 7 2 L)L ZE 10/16
o TR PEEBEMERG T A ~L L R SE 3/5
T AN AN 7 AL E— 14/18
INEE 27/39 (69. 2%)
707 ~ay s AR 1/1
AFAEDY SN | Wiz )7 b=y 7 Z5E /1
/e 8/8 (100%)
BHVETYV T b - YT = KYE 0/1
FaWR/EN
INEE 0/1
&t 46/60 (76. 7%)

BIVE RSB (R AR AT 5L 2 5 1) 13RI 1 100451 HR 80451 (80. 0%)
Thoto, ERBIERIZ, A& (25.0%), HEFEE (24.0%) ., v -GTP
BN (11.0%), HEby (8.0%) . WM (8.0%), AFHERERH (8.0%) . ¥H
i (8.0%) . ASTHEMN (7.0%). ALPHEAN (7.0%). ALTESHN (6.0%). 7%
B (5.0%) . NFREE (5.0%) . BREACARE (5.0%) . RHEE (5.0%) % T
bHoT=,
17.1.2 SAEFEMEHER (150-307/60255%)

ERETRMREET A~V AJEOREZRR L L, R =2

F = NARERE L T AR T U L UBR B RO, A O
MEA I U, AR Y 2 — U BT 196 BN IRl G- 24 RE 1%
AR L L Comg/kgZ 1205 Z L1, LAMRIT4mg/kg & 1205/ = &

IZEEIRIN B 5 U7, ARSI D56 133mg/ kg & 125F

M ~DOWEETHEE Lz, 2 TOWBRFITH LT, b td

TH R OBARNE G-2 HELE U 1A 13 K Tmg/kg/h& LTz, R

V2 — OO S OB A RIT200mg A 1 H2[E & L & 05

3HA B UAREIZRER DI N AR +53 7285 A 1%, 300mg% 1 H 2[E] £ CO &
ZAfeL Uiz, ARMEICHBENRD 5754 1350mg % | H 28] HiAL
OPEEATV, 200mgZ 1 A 2[ & TOREZ FATHE L LTz, KH40keg R

HWOWRE BN TIEZ ARY 2 —LoRA%KGEL &L LT,

Be B TR (kG-I 16 ) DRENRAMFEIL. LT D

D ThHoiz,
gt WA HEh/AER]
. RERH T A~V L A 67/119
T AAYLF LA §
/NEE 67/119 (56.3%)
At 67/119 (56.3%)

BIVE P 2R3 19645 T 128451 (65.3%) T -o7=, EREIERIZ.
R (28.1%), EX (7.1%) ., ¥B (6.6%) TH-o71=Y,

17.1.3 S\EEMAEEER (150-309/6045%5%)
MRIKEE I L TR E A T 2 AR 22 WA M TR BB E A
fiE ) XU TRVARIE DS ZhREAR 53 UL AR MO R Hflkise T & 72
WARE M SUMRIREERHE | &2 SN2 BE 235, 3T2flic AR
U o — VR ERN S TR e Lz,
HRNE G- OBEE L, BEGHBICART RS L Tomg/kgk 121FE =
LT L, ZO®BITHEFEHE L L CTing/keZ 12151 Z & 1272 <
L B3RS Uiz, HEAEE XK8me/kg/h & Lz, ROK5DHE
1%, BEGRICART R L LT400mg% 1 A2EH 5 L, Z D% ITHER:
& L LT200mg% 1 H2[E% 5 LTz,
B TR (R G-WIH 16 ) DORENRAFTIL, LT

D Thol,
i FA HEN/ ]
BV IE 12t
- Sl S 23/38
hVH R SR - Wk v DA /2
JhaE 35/61 (57.4%)
(RBPER 7 A~ L L A 40/86
T AAULFL A JE
JhaE 40/86 (46. 5%)




R /3524 Fh /S
7 VT b3y s AR 1/4
) JYFhay s AfIEE 2 YT b a 1/2
7ITRII ARy AR OHR
/e 2/6 (33.3%)
FANR/FN X 1/2
7Y U LR REER 1/1
7%V T AIRNR 2/4
T LR, SRR EN 2L RPN 0/1
YRiiE DR
ZOMD 7Y T LSE 1/3
/IR 5/11 (45.5%)
Ao AR Y U DR 0/3
iR AR Y @ L 1/2
A4 RARY 7 T EYE 2/2
. Ao KRR Y O LERE & A 0/1
ATRARV DB Ky p o RO 5
Al RARY T A 0/1
ZOMD A RARY U L%E 0/1
/e 3/10 (30. 0%)
At 85/174 (48.9%)

BIVE PSS ER 237248 P 21565 (57.8%) T -o7=, EREIERIZ.
TEHE (22.8%) . KB (1.5%), IER (6.5%) Th-o7-,
17.1.4 SAEHE MHEER (150-6085KE%)

FEAFH BRI D v P H MSEBEE E XU, R 2 — L DHR)
PR OGN % T DRT ) S UBOE GBI TV aF Y — L h s
L7ZREDF MR OV & ik Uiz, D7 < & bRy D3 A BIZFH
WRNER G- 24T 2 ORBITHERAEG~DE ) BF 2 2 lfE L Lz,
AU a5 — VR ERETIE226 R ) D24 ix A m AE L LT
6mg/kgZ . DAEZITHEEFH & & L T3mg/kgx TN E V120 & & I2#
RNEES- Uz, F72. HEFFH =134mg/kg % 1205W & £ CHEE T
528l Ui, BemiE NI E3mg/kg/hE LTz,

AV 2Py —AROES A~ F X %%, 200mgZ 1 H2[E (RE
40kg A DHF A 1X100mg A 1 H2[H]) THI4A L. 300mgZ 1 H2[E] (K
40kg A DA 13 150mg & 1 H2[E]) £ CTHE®FRES Lz,

BWEAE TR (BB SHIRIE » 22 MUE D R% 8T DA %)
RAEDRIZLLTO@EY Tholz,

g P 3ES Hh 1/ AER]
vV ME 162/248
NP H g
INEE 162/248 (65. 3%)
At 162/248 (65. 3%)

BIVE SR 22726 9745 (35.7%) Tdr o7, F/RRIEMIZALPEE
(0. 7%), KB Y T AMEE (0.7%) ThHoi=,
GEMBMABIEREICH T 5 REMERTED T
17.1.5 S B MR (BEACIES BRI TR M LLEELER) (A1501073
HER)
256 H IR BEPE B RYLIE OO FEIE 28 72V V1278 LA b o0 ¥ ifn 824
JaRshi B 2 x5 & LT B A% 180 H OB Y TR O Zhiz o
TRV aFYy =i hTafy—nwlig Lz, R)alry—n
XiEA T3S =2 ARG L2 D% D& 5-1ch)
WX Tz, R Y 2 — U ERECII2346112, fe ) O 24RE [ 1 XA fif
F&E L U Tomg/kgx, LAERITHERF AR & L Tdmg/kgx N E U121
M2 EACERIRN B 5 L7z, SR 518 0 R 2 #4013, 200mg% 1 A 2[A]
(R EEAOkg AT DHFA 1L 100mg A 1 H 2[0]) #:5. L7,
A N T aF = ERE T4, AR S L T200mgZ& 1H2
BRI S L, BRAEG~ED B2 %13200mg % 1 H2[E#¢ 5 L7,
%180 B IZH 1T 2 HEHEGE TR DR RIZ L F 0@y Tholz,
TR
AU 3 — VR A hTar— R
48. 9% 33. 5%
(109/223) (80/239)
s B 180 HRIZ B\ C. LUT DA & 3 Clilifz L7k oE &
CAEFLTVD L,
- (R BRI B R YYIE O E W TR WA 220 2 &
- B 1000 H £ TIIEBREEN86 H L Lt G s Twb 2 &,
b: AT (BB E LB MIERERARE) WO, R —i AR O 6 BIER
GHEPOlEE | FlA LML) %8 & LiFleissik

TERAZE [9B%EHIXM] ¥

16.3 [7.6, 25.0] %

[

RNV aF Y = A FEFETIT L EWERFE=1323361 123451 (52. 8%)
Thole, EZFWERIE. Bl (7.7%) ., HFEE (7.3%) ., RS
(6.0%) RUNTHREMRAERE (5.2%) ThH-o7>1,

17.1.6 B EMARER GEEHRIEXRHER) (A1501038585%)
212 % H B2 B E RIS YYIE OBEE O & 5 185 LA o0 3 M st
Tt g x5 L L, REEEEBYYED K FOZHDICR
VaFy—nLikE L, BEICAfEE & LTIR2REH I &I
6mg/kg & 2[EHe 5 U HERFB G & U CI20EH] 2 & (2 4mg/ ke % S RPN 3¢
H Lz, 5280 &z %, AfEs & L TRBR I L1
400mg % 2[E1 5 5 (I H40kg A DY A 112/ Z & (2 200mg % 2[E] $
5 L., #ERR G L U CL128# 2 & 12200mg (KB 4AOkg AT DA
120F 2 & 12100mg) &5 L7, #5-BAA12 0 A % F CICREER
BEIRYRE % FEAE L 7o SR OEIA1310. 7% (3/28%1) Th 7=,
BIVEM IR 450 2661 (57.8%) Th-oi=, EREIWERIL, ITH
PEO(8.9%) . ZIE (6.7%) MUEER (6.7%) Th-o7=>1,

18. FEipEE

18.1 1ER%F

RY 3y —VEEEMICB T, BEES Oz I 2T a—LE
BRAERET D Z LKLV HEREREZ ™Y, £/, AV afy—
NDT) I AT v — VESRBEERITERICEIN T, 7 v MF
MR TO AT o — VAES RIS 5 B EBITD 7,

18.2 EHEEA

18.2.1 RV aty— it ho TV HE, TALEALRE, 7V 7 b
Iy I RAE, TV ULBEBROPART RARY U LRIk Uin vitro
THIEBEFEEZ R LY,

18.2.2 RV aF V' —F, 7T A~NULFILRABIZK L CREEMN 25
L7=1,

18.2.3 S IEH K OVIEMHIE L€y hOFERNH U HE, 7V
Ty g AE, T ACULEILRIER RNA S RAR Y 7 LJEICK L
THEWESEBAES L 2 s L7

19. BEMFSICET HBIEFMHME

— kR4 HR . R Y 25— (Voriconazole)

&5 : VRCZ

b4« (2R 35) -2 (2, 4-Difluorophenyl)-3- (5-fluoropyrimidin—4-
y1)-1-(1/#1, 2, 4—triazol-1-y1) butan-2-ol

3 F 3 1 Gy FaN;0

53 : 349.31

IR BEORAEOM R TH D, A% /=, T =) VICHE
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