éi?Fyker

032
*x20254-10 A k5T (BE9RR) AAEERRNEES
*20254E5 H ¢ 2T 876179
T & IRRAT
BB ;34 FEMEREAER
BARERA ARUaFV—ILEE
ISR, AL R SR TUY V'S LT
717X/ se50me
*" 'S *»
17X/ 1z200me
VFEND Tablets
50mg \ 200mg
ARBES | 21700AMY00171 | 21700AMY00172
V) PER-IRAIS DM X 0 T - & BRI 20054261
1. B Wik A () - s
1.1 RFNZKBARICHI=->TIE, BEEDREICHSEAFE L
BREFOEMXIIZNIEEND &L T.EEXIHAMOERR
REBEERRISTI S Lo TA TR T Pfizer e
1.2 EELIFEELAHLONEZZEAHAIDT., HEIZHI=-T ££200mg s VOR200 | 7 4 Al z— R
&, BEZT7ICTL., FREREZEHNICITS 2L, EEN
EOONIIGAICIEEREERILEL EYLENEETS 2 &,.(8.2, @
11.1. 38 1]
1.3 9. BE. REREZOEKNH>bh, FFIFSHEES 4. PEEXFHR
ERDERT LA H I AFREDRVBERLEZRE NS OTRDEEX [FHATE AR BRIE
DIERAEET 2 F Tl BBEDEGLRERRZ 4 S B IR1E CREMTARILEIVRE, W7 ARLEO—T, SHEFERHT
CRREBEERNESIS+HEET S &, [8.5. 11.28H)] ARV RIE
CHUTHME. BEAUIHE. hUTUSAEEX. SEX - N
2. BR (ROBEICEEELEWNI L) VURE
21 ROFFEBRETORE VT ey VT TFU T s HUThav s REER. oY T ay o RE
ZyELYY, U RFEL, BEFERL-Y R FEL, = R L - DY LAE
JLENL U R FENL, IRV NILEZ—)L Tx /3L R RRBRY Y LEE
=L EEVR, F=2U0 ANRT TV BT A EA R Ot MedMBEREICH T 5 FEEERED T
(VT HI L RN T = o AT ELT FEY o ¥
tERexpadgIy, = A )y, AFLT)LITA Y V), 5. MAERITNRISFET SR
MUTYTA FHTLEA, TAFFLEL, BIFER, Tn (H 2 DL BEDIBR
oy ARLEF b DTN PR 5.1 O HEEAN I B 5 VAR S 5 L B X DD
LANAIAL Y A REY I TEAETE Y, AR PSS BIARDERE ST 5 v
72 (B SULBEAPEDIBIE U o S IR () 2 SERIE Y o (EmF@EBEREICS OREERBEDT )
ST ORRMBI . TFELY L ATY Ry AT 5.2 FLERIRICHE U A 7 DI (G ERHA3500/ml A0 5 2 =
S S A LBTFMENDBERE) ERGETHIL,
73A LT (10154 6. MERUAE
2.2 AR ORI L CRIEOBEFERED & 2 B WA (R TA0keD) 1) . R 35—k ORI A 1 300me 1 A2, 2H
2.3 W XUTHFIE L CW D AfREMED & 5 B [9. 55 ] FI DA 11 150mg X 141 E1200me % 1 B 20 £ 10 68 11 43 54
B, 7p, BEDRIEICE UC, ULHRA OB AT,
34850 - fE4 DA LI o0 1O O T
3.1 #8RK WA (PR TEA0kgAH) WE. RV =y — s LTHI R I 150mg 2 1A 20, 2H
544 TA T = REESOmg 74 7 = REE200mg H A1 M 100mg % 1 A 2[4 HICHR D595, 7eds, B
— e e DIRIEIZIS U T, USR5 041 2B B KO
HEhRk sy ik 1[0]150mg 120 F THIEETE %,

HJF AR Y =)=/ 50.000mg HJF AU ==L 200.000mg

SLEEA R, W T VT 7 —{bT
VT Ja AN AR —ATF |

FUHEKF, T N7 7 —bT T
V. IBADNART—AF R T A

N (2BRBL 12 AR R O
127 PA_b TR EEB0kg ALtit)

AU 3 F = VERANC LR G52{To %, WE, R =
F =& LClE9mg/kg% 1 H2EIERICR OG5, 72
B, BEOREBIZEC T, UIHER 20854 11X Ing/kg

p— i B R 5 HCH
S| )\\'7‘ He kv XT}’{/[‘&? = A erﬁ) /ﬁi{?&?/'? FoUIEE L . DT 5y OB A Ing/ ke oW B
JALT L, ETRATTABE ) & ETEARTA BET S b (e K& 54k & LT 350mg % A W 72 35 & 13 50mg 3 - a3
Fro. NI TEF yreF ”)“ " g - ey IR
J
3.2 EEIDMHK 7L, 1E350mg 1H 2% ERE S5,
- " 2l - IR (1285 A CIREB0kgLL | R U 2 — LRI L B 52T~ 1%, W, KU =
{55 s s
e PR () a—f Ens ) FV =Lk LCIm200mg & 1 2 &I R D555, 72
7.0 B, BEOREBIOSLC T, UIHEAR 0BG ICIELE
— 300 1H2EE THETE 5,
TA 7= R I I _ Pfizer [Efe) ne - s s
$E50mg D —— 3.6 | VORS0 | 7 g n=— kb
"‘ —1s 1. BERURRCHET IE

(ZhResti@)

1.1 EHAIDS
FABERRETH 5 L BRI L 724
Yy AN EZ D LR TE D,

RY a7 — Lo 5% Bt LA BRE BV T,
AlE, BRI R T A >



1.2 /NRIZRON T, HERAINSRY oY — o5 %2hT5 2
Lo BEORBIOS U C, ROKLGATEETH D & ERMIDVHINT Uiz
AT, BRI R T A ey AL 2 EnTEH0, &5
BLAD b EFRE CHENA 2 RO ANCEL LEBEOFZMEL W)
ZAEMIIRFT SN TR WO EEICHIET2 2 L, B, AU =
T = VERFI T RIE S vV FIEORISIE RN T, NRoRE
1D FAECHT BAF OB IFHELRE S e, [16. 1. 2800 ]

1.3 BHREREEDOH 5 BH THERAOFEGEN TE RO ABEITH L
Tt BRI RS vy FRERT L2 L,

1.4 B~ ORFHEAEIE T (Child Pugh/yEH7 7 AA, BOFREZE
WZHY) 23 5 BE CIIEGW HIZEF O R &G EE L, 2HBLL
Bl o2 0 BUER G RO/ ET 52 L, [9.3.2, 16.1.1,
16. 6. 1]

GEMBMAABIEREICH T2 REMERTED T

1.5 AP EREAY500/mm’ LA EIC[EIE 5 . UG InHl R o5 544 T 72

EL RIS AR T T 5 2 &, BERBRICKE VT, 180H &

A T85OI ORREIRF ST,

8. EELGEARMIE
8.1 HERE /M uERRE,

EERBEE, mh Y UAMERS bHhE Z
ENHDHDOT, AFOBGICE L CEMIC ikht., B

., MPEMRERELRITO R EBEELHIATH 2 L&, [11. 1.6,

11.1.9, 11. 1. 163 8]

2 BERITFEERHLDLNDL ZENHDHDT, KHIOFHEIZEE LT
W, BEE TOITATO, MBS U CITERRER A 2 8 f) (A1~
2[) 1ZiTH 2 &, [1.2, 11.1.3&H]

L3 DEXQTEER ., L= (torsade de pointesZgrde) . LA
B, FER. ZREET v 7 DEETEAR, OSSN,

BRSE R H Lo b Z ERHLOT, EMIICLERBREEZITS 72
CEEE T DIATHI 2, [9.1.2, 11.1. 48]

A BN OBEITEELTIE, 7 LA —REERE, SR EESIC oW
THARMBEITIZ L,

B MR SHARRILITEIES DR E S B & biv, AFIE S Ik
®bEN, BE, WREESOERPFRT 2 ZEnHH0T, K
BB G RO IR S 2 S OFERAEE T 5 £ Tk, HEE
DOIEFEESEIR 20 O B OB EIC IR E S TRV L ) I+ EE T
5Tl Fl, AAERGTHIBFITIH N UOHPIL, SEIC
JRCCIRBIEMELZZ2 T2 X 0fET52 L, [1.3, 11.25H]
6 RSN D b Z LR D DT, ARG PITRE M
OKR, MBFEOERITL Y B OB &R T, BETIEDZRD
BN A7 Y = OERIC LD RIMRO IR 20T D 2 &, AH
B 5P RO 8 & S b iz Ak, AFIO#S 2 k4
528, RUEGTRSEMRT 25613, RERELEHNICZ
PTALOEE L. BXMAER L OFERZLE O RIR LICEE

5z L, [15.1.38H]

TSI REAE =2 ST A EREE L,

[15.1. 18]

.8 KA EBRICHTZ->TE, HOENTDHULT 7 ) U IRAOHE#E
EHER L, U7 7 U EOERHT G, 7 e b e B R
ERP R AR T A NOREEZHESCT R CEEICRET S &,

[10. 2517

.9 AHNICYPIAIZ 63 DIV HEER 2 A3 5720, BEOHHHE
FNZIEE L OFASRIZCYP3AIZ X 0 SR BB EAE A 252 17 09
WIEHD (110, 20FHTEE ] OIICRHE STV IEAIL Gt ) 2
BENTOWDEAIL, BES U THHEOBRZ BT 50 LM
WmIZEET D &, [10.. 16. 4]

9. RENERZEHTHBEHICHT IR

9.1 GHHE - MEEZOHHESE

1 EYBREOBREENHSEE (L. A L TABUE
DEREEDHBHBEICERE LGNNI L)

9.1.2 FERZAT HSEERVFERERBE L OT LVREICHLSEE

BSRICEMERTE DY UL =X UL IV TL) &M
ET5Z &, Fio, AR EEMERT AT IEDENEO S 5 1ML
WA A R 5. L2pn 2 &, [8.3, 11. 1. 48]

9.3 FFikREEERE
9.3.1 EEDOF#EIET (Child Pugh%#89 S XCOFEZEICHEE) O

hoEE
EWRNCRAE 21T 5 2 BB E 01247 H 2 &, EipEiie,
S =Y NG AVAIAN

et

R

9.3.2 BE~HEEDIFHEEET (Child Pugh®48Y 5 XA, BORFEE

EICHY) ObsEE
(7.4, 16.6. 1]

9.5 HEiF

TR SUFHEIR L CWO D ATREMED & 5 L MRICIT G- Lign 2 &, T
I 10mg/kgLh BB 51T I TR ATIZIE (10 KL KBHE IR KD |
7Y 100mg/ ket GV TRRIRENME (RSB RN, HikER

&) N b, [2.38H]

9.6 =FLIR

TR EOATREME R O R AL AR O AT R4 B L BERLORKREU T H
EERFT S 2 & BT ~OBTEIRHATH D,

9.7 IMNR

9. 7.1 IRHAMREIR, HrAW., FLIR XXk oSN & xtg & L ig
PRERERIT I L TU7Ruy,
9.7.2 ARDOBKARTSZ &, KERIEDIRT, AROLEML
KEOHEZADED NI HEIEL, BHSPLBELBELTI N
PE LV, /N TOERREEIME RO & OV 8 R - B R D3R B L 7t

HERDHD,

9.7.3 BB L CIBEL +mITATS 2 & /INREG & LI2iEst
MRPREBRCIE, R & B ~TEESR B A ORBURE S @\ 2 & 3G

ShTng,

9.7.4 MEZHET DL, BEOWREZ FITBIEL.,
RITE OFEBLAZEZfE LT, LER/NROMEE
Lo 72IE L, JHRIE LT, 85 BlhaTk M O i

IR LN b,
9.8 ShE

53 hEKD
T EICE EDD
Ve EH3HM

MARICEET 2R CHEICKRET D 2L, —RICAERBRENMET L

W5,

10. #HE/EA

AHNT. FFAHTEESECYP2C19, 209 % TR3A4 T & 41, CYP2C19, 2C9
KOBMOBREEMEZ AT % (in vitro), CYP3AIZXIT 5 FHEIEMIX
LV, [8.9, 16. 4]

10.1 RS HFRLGLI L)
G4 BRDRAEAK - T T - T

V7yreEvy
(V=2 &y, 77T
VTP

[2. 1]

Vet
L0 AFHIOC,, 1 F93%, AUCIE
96%IR D L7,

U7y ey, ARIOR
S (CYP3A) &K %,

V77 TF
(Ra774v)
[2. 154]

V7 7oL
Do ARHIDCo i 369%, AUCKE
8% L1,

AR EOHRIZE Y 77
T F 2 DCoulE3. 0ff5 . AUCHE
LML,

U777 F Ak, AR ORH
[ (CYP3M) ZFFET 5,

AKFNTY 7 7 7 F o H
fE# (CYP3M) HIHET S,

7y EL Y
(Abhy27VUV)
[2.12#]

T7FE LY LI
LY AHIDC,, 1 361%, AUCIE
TR LT,

AEE ORI I Y =T 7
B LY D0, &1 4%, AUC
L. AfEEm LY,

=7y EL U YE, AKIORK
e (CYP2C19J URCYP2C9)
EHET D,

AEF= 7 7L Yo
HiESR (CYP3A4) ZfHHET 5,

U rFen
(/—E7)
(=0 B W RN B N A 2
(v h)
=A< hLAAENL-Y RFE
v
(RFrby KXy )

[2. 1Z/]

U hFEAEDOPEHICED .
AHNDC,,,1266%, AUCIL82%Tk
LY,

U I EULE, AFI O
# (CYP2CI9 R TRCYP2C9) % 5
"I 5,




pS R FRPRIELR - HEfE 71k WP - fERiR7 pS R FRPRIER - HEfE 71k WP - A1
HANNwEE b O EOPFHIZ X | 2 OREANE, ARFIONH TA4RV )V AFEOPHIZED ., 7% | RENLT 4 2V DR
(F7 1V h—n) 0 AFIOAH MR Sl | BEE (CYP3A4) ZFHT 5, (FveF47) L oo REN EA L. | BER (CYP3M) EFLET S,
FW RO Y — L | P AR T B 2 s [2.151) TEM AT 5 BER b
73NN b5, Do
SET =L ¥zl AAEDPZ LY, 7L | AFET S L L DR
7w e £57) L) OIS LR L, | B (CYP3M) ZIRET 5,
(7= /=) [2. 12H7] ERRERT 282N dH
[2.12#] %,
EECE AREOPRICEY b | BAEIEOKADKE || 4y oy AHEOHMIC LY K7 | KAEE S 72K 2Dk
(2:—7 »7) VDQFéﬁfin)Jﬁqu?%Jﬁ#iﬁbu L. | BER (CYP3AY) ZILET 2. (VTEZRR) ARY O MARRED S| B (CYP3M) ZHLET 2.
F=ve GOIEFR. =T IR [2. 15H] L. (ERASRIST 5 52
[2. 1%07] (torsade de pointes% % e) b5,
72 &0 E R ORIVER %
xR TBENSEDD, K| NI AT AFE OB LD | <30 | RFNE~ ST LT v OGH
— — — (9 DA A 2) LT DM ER L, | B3R (CYPIM) HIHET S,
Tz FAEDPRIZ LY AT | BAA 877 2 ¥ D [2.15) B M S L, It
(=257v) 7yyri>m1¢f%ﬁ§‘ﬁxiabub\ iR (CYP3A) ZPHET S, BEIC L ALRED Y A
[2. 12/H] J@fﬁﬂ?{%mﬁz%bbnéﬁ B E D BENRD D,
Zhid b, P —
LT AN AR KA E DPRIC LD . ZHb | AHIE D5 SA DR 10.2 BEAER (HFAISERT &= &)
T E Ly MK T | OBFO M PSRN L, | % (CYP3A) EMIET S, HAn % N e - fEbRIA T

=AYV AV TRELT
YFEY v

(7 V7 I VA

DA ==y e
TFA R
AFpIA R v

ZhmeslE R TR
b5,

L% M)
[2. 124]
YT VTN AFEOOFRICE Y, RO T | AKBNE N T YT AONRH
(L) VT AOMPEEREML ., | BE# (CYP3A4) ZPAET S,
[2. 18] B R 0 59 58 <0 1F G ) 4 =
EHERITBEAN DD,
FhTLan AFEOPHIZE Y, FHT | RENLT B 7 L a oK
(YY) LeL O REERS ER-L, | BER (CYP3A) ZIET D,
[2. 1] /1A TR S 4 i A 0% 4 5
THBENRD D,
TAFTLEN AR EOPCL D, 72T | AFNET A F T L Erof
(A R_TTF) T LA OMm RN 5| iR (CYP3A) ZFLET 5,
[2. 1] U, Pl B U 7= A7 v
MFEBL, TEET 2382
Nnb s,
uIFER AHFEOPFAICE D, mI ¥ | KfFliT e I 2 © FORHE

(Pry 7 2HE Y R)
[2.12#]

Y RO M A ER EFF 2
BENRD S,

# (CYP3A) %PLET S,

Tufrky
(ahty)
[2.12#]

KAl L OPFAICE Y, T
vV o EERS E5
L. fERID 50T 5 B2
b5,

AHENF7uF ) ot
WS (CYP3A4) ZIHET 5,

ARLFH b
(LY KT)
[2. 1]

AR EOPHIZE D, AR L
4 b MPEER ER
L. TR 2348589 D ks 2 s
%,

AFNEAR L X4 o
g (CYP3A) ZPHET S,

Y= ARy
A 7HF L h)
[2. 1]

K& O E D V=
BN DA B
S PUBEE R 2350 5
N el /BN Y R il 3
WRTLBENRD D,

AFNL ) N—mFH A D
RgmERE (CYP3ad) ZPHES
2,

TEL=DE
(Iv7uayr)

FNAYPLE L A RFY

I TEL=DE Y
(LHs R)

[2. 1]

AFEOPIZE D, TEL
=V O EEN EE
THRENRD D,

AFENET L=V Ot
S (CYP3A4) 2 FHET 5,

RN T oA (5L
TEPEDRYE Y >k 1 g
UND D SERVEY Rl A 5

AENEOHFAIC LY <% b
77 7 A O i E Y0
U BB ASE R D FE SR

ARANFI_RF b7 T 7 2D
HER (CYP3A) ZPLET S,

Te) O FEME) WRIhbBZENRbH 5,
(X7 LI RHF)
[2. 1Z/]
TrELY YV KA OO LD 7FF | KANET FE LU v ofH
(= R R) LU oM RENRML, | B# (CYP3A) ZMLET S,
[2. 1] BEROREBRARBREN D
BENRD D,
NFYRY AR EOPCE D VT | RENEAL T v R OREIRE
(FY—4) FrofhEns S L, fE | F# (CYP3M) 2EHET 5,
[2. 1] HDP T 5BE0RH 5,
AP TaFs = h KFEOPHICE Y . AT | AKFNIA ST 2SS — LD
(7 L) aF Y =DM P REE D b | AHEEE (CYP3A) ZFREHET
[2. 1] LU AEARRT 22 | 5,

B2,

REK b T YA (HHEUTE
TRPEDRYE Y o3 [ i
UND 2 SERIEY v &
i) OHMERFREH, ArEEHE
4 17)

A& DY LD <% b
7 7 7 A O i EE 2 H0
TLBEENND D,

NRX LT TIAERBET D
Llebio, BEORELEE
WZBIE L, BIfE ORI
SEETDHZ L,

ARANFIARF b7 T 7 2D
WiEsE (CYP3A) A PAET 2,

NLARAZ Y |

AHEOPFHIZE D, L2
bR &y b oD i H R A3 Y
mysBZ0nH 5,
SNULARAS Y k&R
HEE BT, BEOREAHE
HICBZ L, BIER ORI
FoaEETHZ L,

AFNI ANV A MR Yy bD
RS (CYP3A) & PHES
<8

PTAMAIE Tx= A EDOPAICE | 7 == Mo iE AFIOH
PN N 0 ARHIOC,,1E49%, AUCKE | BEFR (CYP3A) ZFKET 5,
69% I 7",
KA DOV LD 7 == | KANET7 == ~ A v OUH
A Y DC XL T, AUCHE | BE5E (CYP209) ZPFHT 5,
LsfEmLr”,
LT LEE L LFAEELEDOHAICE | LT AE EAEAR O E

0 L ARFNOCradE39%, AUC,- 1513
44%T LTz,

LFEE L EDHAIC K
O AERNEES T 5 BT
b5,

fi##% (CYP2C19 JL UYCYP2C9) %
HHTLLEZOND,

Fr vk —EHER
RAF=T =pF=7,
A TNF=F, Fu kL

AHIEOPFRIZEY ., Zhb
O HEF O . o E A3 05
DIRTND D %128,

AHNT Z 06 0 IRAN O H
EE# (CYP3A) ZPHET 5,

IF=T . anTF=T | ~OEEEEETH L,
HIVS 1 7 7 — P RLE KF & OV E D RAT | In vitroskf Rz B0 T,
RAT T LT e T UFEAOIEEREY | AFNXT T L ErOR
ThHhDHT V7L e | BiiE#HE (CYP3A) ZFHLE L7
SN S | Y
b5,

RAT T LFentoft
JAZ X0 | AFI O f g
WM 282001355,

In vitroBRIZE W T, TV
7L BV AR O R EE
# (CYP3M) ZFHFE LY,

IR LAY R R R
RS (NNRTT)
FIEALD

G OIEAE DI X
0| A O L SN
LBENNRDD,

Zh b oHERE P&
0 KO R N A
LBENRD D,

KAlEOPFAIZE D, Zhb
O EFN O 1. v E A B0
LBENNRDD,

In vitroa B RAZ BV T,
AL D D FEFN A D AR
% (CYP3A4) ZPHE L7=",

TS O FEFNE AR O 1R
f#3% (CYP3A4) %% T 53
Ennb b,

In vitroaBRiE FAT BN T,
AFHNFT Z S oA O
3% (CYP3A4) ZPHE L7=",

beF A

KL OPFAIZE D, bLF
A O L A NS
LBENNRDD,

AFNL N LVF A ORE
fE# (CYP) ZMET 2.

e i
VIBARY v A rnm
VAR, =_al AR

AR EOPRICEY, v
AR Y D Cu T 1 151,
AUCHEL. TREZHIIM L 72",

AFEOPRICEY, # o
U B ADC,, 2. 20512, AUC
133, 25T L=,

AHNTZH 6 0 IRAN O H
EE# (CYP3M) ZIHET S,




pELIRaE

AR - HE1E T 1

HER - fEBRK T

KA E O LD =
U2 A 0> i R EE AS BN
LEZTNNRH D,

7~ U v R
INTy V) UL
[8. 8% ]

KAl EOPFAIZE Y, T b
o e R AL OfFIER L
N S ) )
TERIHR L, % LWINR B
5% R LT EBI 3 WA S
TWa,

AKANFTT T 7 U OARGHE
EEE (CYP209) %IHET S,

7 bR T HERE

AFl L OPRIC LY A AT

KFNEA AT T =N DR

7 50. 05mg/kg$l awm&
HWED I XY T ADACIE
BLIHEITHML, I¥ YT A
7. Smg HE[EI#E (1 4% Bl (ARH
RIKR) DIF YT LDC,,
133, 8fFI2, AUCIE10. 3FFI2 4
muz=,

FRAT T =)L T = DC, X2, 205%, AUC | #i#FE (CYP2C19 K TRCYP3A4)
133, 8 L=, ZET D,
IET A KANE DOV LD I 7Y | KANX &4 T 5 OGHEE

# (CYP3M) HIET B,

HMG-CoA3E i % FHL 5 3

AH L OBFIC LY HMG-
CoAsi TEMYE ML HE o> f rh it
FERRIMT 2820 nNH 5,

In vitrosBRIZIBVN T, AK
VX HMG-CoA 5 TL R FILHE 3R
RgmERE (CYP3ad) ZPHEL
=7,

A = L OACHH L 72",

DS PN AHEIEDPNZ LD OTE | KANTY T B85 OHIEE
RAOACIEHM L, i | 32 (CYP3A4 K URCYP2C19) % BH.
BRI IER L7 #FY 5,
VT A AHNE DN L0 Y IVE | KFNT YV ET B OHEE
T ADCo 1. 20, AUCIEL. 5 | 3 (CYP3A4J TRCYP2CY) %Kil
R L=, #FT D,
AR = VRFERMBERE T | AR E QP LY . Zh b | AANE 26 056 O (L
b DIEFN O 1 BN | B (CYP209) EFAEHET 5,
74 IR LBENRD D,
EUAT AT a A KRGUE | AFE OGRS Y Zb | AANL S O FEA O
PENESSHE DIEFN O 1 BN | B (CYP3M) EFEHET 5,
vV RF LBENRD D,
vy T I AT
AW R AFlLOPRIZE D AF R
2 DC, H330. T, AUCHRAT. 2%
sz,
Fxva Ry AFlL OPFRIZ LY A ¥
I R DCh & AUCHI I L
.. 18)
PEDY Y2 AFlLOPRICEY, 7=

AT a7y Va7
+7

AFlEOPHRIZE Y, Zhb
D IEHN D Co & AUCHHTIM L
f:zo,zl)o

AN Z A B O FEHA O R
fi## (CYP2C9) ZPLET S,

1% BT
JNZFATFRY - F
EVIES S N A %

JNVEZF ATy s 2 F =)L
T RNTVF—EDH
220 AHIOC,, 1 E14%, AUC
1B L 7=,

AFEOPHICEY, =F =
NTER | T A= DCp i
36%, AUCIE61%m L, / L=
F AT 1 2 DC, 1% 15%, AUC
1X53%H N L 7=,

6 OIRANLAA D R
fE# (CYP2C19) A PHET 5,

AHNTZ 06 0 RAN O H
fi## (CYP3A4) ZPHLET D,

11.1.2 hEMREERERE (Toxic Epidermal Necrolysis : TEN)
(BEEERH) . RIEHEIEAREIREE (Stevens—JohnsonfEZEE) (BHET
). BMHBR (FEARP)
FIBFEDRERR b &b 5E
52 &,

11.1.3 FFEE (5. 0%)
HERMEE (IR, 3E, IR, IEEES) Reobihd
ERHY, L HESN TS, [1.2, 8.25H]

11.1.4 DERQTER GEEARH) ., DEHEBE (1.0%) . DEMS)
). Bk HELRY), T2EEITOvY (BHERH)
DEMXKQTEE ., LEHH (torsade de pointesZ&de) ., L HE),
RENR, sERFEET Y 7 DEETER, DEMEHIME, SR
HERBObND I ENBH D, [8.3, 9. 1. 28]

11.1.5 DFE (3.0%)

WZIE G RIE L, #EY L E E T

DHEREIC BT 2 B AR b EA TG 2 ik L, e
E%?‘é L
1.1.6 BEE (1. 0%)

E%&ﬁ@%(%ﬁ%@%\%%\%ﬁﬁ%@%%)ﬁ%&bné
ZERH D, [8. 18]
11.1.7 FEIRESIBAEIREE (B RHT)
11.1.8 52 - NU—ERE (WERH)
11.1.9 MKEE (2. 0%)

ARG, PLinERED . AR RN, SEEERERE, RN
NEBEEOEERMKIEENH SN Z ENRH D, [8. 1]
11.1.10 AEERER GHE R
%ﬁﬁk%%”mﬁ%&k%%ﬁhgbné’kﬁ%é@fH@*
TR S HONSHAITIIEELZPIE L, MY RLEEZITS 2L,
n141gﬁ(ﬁ§$%)

R DIREIEE N H DN D Z LR 5D,
11.1.12 EARRAARAE (BHEE B

A, B, CKESH, PR ORI A7 ey B2 E
B RO RIRIE DR b H oD Z LR B,
11.1.13 FEMR% (0. 2%™)

NZMK, RO IREE, REN, OB (IRESE) SR O LIS
Wi, ERRITHERXAR, MOERCT, Mg~ —h — ¥ OMA L I L,
AR OEEEZFIET S & & bI2, RIBRERNVE CHOEEEDMH
IR E 51T 5 2 &
11,114 BEm#E GEERE)

EERRDEENRH DN LR 5,
11.1.15 EHES (0. 1%7)

Bl BRIV ORTEOREREER D DbND Z End 5,
11.1.16 EH Y HLIME (1.0%)

[8. 1&H]

T BB 1l RGRRE O R RISV TV B,

1.2 Z0thnEIER

X UATTT R

AFlL OPERIZE Y VAT
77 b O MR ES B
LRTNND D, AHF L OPF
AR BERG A, BE Rk
RRICIER L, LEITIECTY
FV T T N OWEEE R
HT k.,

AHENTY A2 7T ~oH
i (CYP3A) ZPLET S,

AU AIFY VT (St
John’s Wort, > b+ a—
YR U= ) AR

R O R N IV )
PEIZ &0 . AFIOAUCIEE9%
Wb LI, KA SR
AAUVF XY Y UERHR
ShEERL 2RV E DR
HZ

RS ARy o N AV A SN
A OMRGHEESE (CYP3AL) % 5%
WD,

BlfEA

ﬁ@%’“’ﬁﬂ%?ﬁ&) B?bﬂ“bé ZEnbDHOT, BlEE

RO b
1L1§k¢ﬂﬁﬁ

1.1 >avy BEEARY).

AT, R

WIFI G E2 RS 2 70 SRR EE1T S 2 &,

TFI745F— (BETRH)

5% 1 1~ 1A R
MR Y % {9 i BRI HE i il U 2 SfiE
HbiE IR
M i, LIEIRITE JZKHE, B~
s
H - RpEpEE HETERME, H, =
HRMERZ
P4y U ADHARE & 43 U6 Bl B B R e R
4. HORIRHERE T
HEE, FURIERE
K E
HRpEE AV B, | IRoRERK, W HR e 2% . B R
iR MR, AR R E PN ]
B RGN, iR R, B SEHE
BN, HERE , BLAhE
FLEHZIE, DCHUE,
MM . MR
L, A 5S4 .
T RENEZTL, 4
PR . EAIE
Wk L, IR [0 AT Nl =10] M. B, +
VO, (R, F AR g, A
CINREE (o NI i3




5%LL F 1~ Bl 1%

RS- N A
A PSR, DS

HUETRH

o mR MR,
TEENE, MY

RS . P28
W RE S, A
AP
Ly EE LUK HEIDIE. O M TEE, LK
5 RpATHRRE FEIERR, BLHIK, 5 IS/ PRI, AT
TR, AR, SV P EAGRE
R, MY
JFFRASE 7 b fEFESE, ARATIE,
JFRER
JRYE Fe OV Fil S 2%
HUE
PR R O I | BRI EpE, KLYy (KPR UL | @A L AT e —
& EAIRH 1 fE JVAfLSE
i B B O I, PR BatiZ¢ R
LR

R S FREIRREAE, (s, | KA = = — | $REIE, R, A

15.1.2 filiffld 2\ I DTSR EE & 5t 4 & L7 ifish OB 9T
BT, AFIREELE CIIEERE ERBEORAEY 27 B3 T Y —v
FMEHRIFRBRE L R L CHRICELS (NP — Rk 1 2.39,
9SUEHAX M 1.31-4.37), ZDFRAV A7 1X180H %% 5 B
BTOBETE (NP — R @ 3.52, 95%FIEXM 1.59-7.79) LD
WEND DY,

15.1.3 KA %I, FIERV LR L OB RIS RAE L &
OW|ENRD D, Fio, ARREHEG IS, SEHRREMESSE B L
TV 5 BE THRER P _F R M O BSR4 L & ofiER
b5, [8.65MH]

16. EEHRE

16.1 mMAEE

16.1.1 HE%kE
AARNBERERA B (%A &661) 12, A Y = —/1100, 200, 300
JM00mg % ZEHEIRFIC B EIRR O B G- L7z & & VIR Ik

ihigbo ol RO A 17 L CHER: L AUCK %Gy, 1 RISt L CIRBIE ORI & 7 L7=2,

IR, FEREE ., R TR, SRS 56k Coax Toax AUC tise

Mk, LR PRAEMERE (mg) (2 g/mL) (h) (g« h/mL) (h)
R RHRIE SETLIREE, LT, 4 | R4 5 OYF, Wik 100 0.39 (54) 1.2 (33) 1.82 (101) 4.8 (42)

i, mi 200 0.91 (41) 1.6 (40) 5.12 (70) 6.1 (4D)
K OUR B MR, 7T I 300 1.80 (8) 1.3 (23) 11.58 (41) 6.8 (31)
T —— - 7 400 2.88 (26) 2.0 (0) 31.01 (62) 11.9 (51)
Zi(ﬁﬁ?ifﬂ%ﬁé% A AR6H], M (%CV)
B B OV T AL RGN, IS AL | SRS HIETEIE, BRIR T

i BE, AEHEPERCBE, %8 BIREE . &

B, BEAE KR E R B B
IIBHERE, 2T, P, SREE, EER
ZOPRIE, B, R B, HRE, MV
% JE, Ty 7~
F=F A AR
N7 4 U hE
MAEREE AT IR, fke e
MRde. Hi#RsE, VU
UER
AR ALTHEN, ASTHY | i &Y /L e 8 | BUNES N
L ALPEAN, v | 0, ds vy
~GTPHY N LEM, d s v
7 F= BN, LDH
g, fbh Yo

PN 2N )
20N ) | N WY 5
TLOME RS, 7o
TY DA~ —
4. i { FDP 1Y
m, T I—8
HN, S mRER N
JMIN e e
FEBUBE 13 FOE ST VA E P REYYRE O 7KGRINE O N R B O RIZIES VT 5,
a @ FEBUHE (36 A AR E O RIS N TV D,

b [1.3, 8.5ZH]

14, ERALOFE

14.1 ERXfFEFOEER
PTPEZEDFEANIPTP Y — L H 0 H L TIRAT 2 X o452
Lo PIPY— FOORREKIZ LU | BEOBLA A EE R A~TIA L, BIZ
IEEEALE R Z L CHERRAR SO EERAIHNEL IR T2 2 L B3H 5,

15. Z0M0EE

15.1 ERERERICE D 18R

15 11 SNEABE TN T, R Y 35— Lo e E LT RE
MRS S BUR OB HRFT A ICH B2 B EEAR D Stz H
ARNERERR AT R0 T, ATHRAERREE 2358 48 L 72JER T\ 22, 1L
PP IREEDNHE S CTWER O METHIRE ~ 7 7EITWT b
4.5pg/mlll ETh ot Fio, ENEKRRER TIIAMEL R4S
PRI U7 G RO A, BZE LTI 7 mEpREN
4.5 pg/mLll EDYE | MENDE U TR G R a T 5 PR
=2 V7 EFER L, BN OBRKRERT — & 25 13T GE
B E O HB 2 TR 5 T REOBRMIRD b Tnin,
[7.4, 8. 7]

16.1.2 R¥EHSE

(1) BERA
ARY aF Y —/E, FEIZOPCINT L W R S5, CYP2C19ICiTiE
BT ZRNGFIET S0, BETFOXA T2 X0 MR (EM :
Extensive Metabolizer), <°=°f&kV> (HEM : Heterozygous Extensive
Metabolizer) M OMEUY (PM : Poor Metabolizer) BESRIEMEAH T 2
BR300 TIRHT L 72,
A A NERER A BIEIC, ARAILE200mg% 1 A 2B RERE D5 (A
Beh - HIAIC1E400mgZ 1 H2E]) L7z 24, EMROHEMT2H H,
PMT3H BICIRIEEFRBICE L2,

H5TH HOKYEE N T A -4

CYP2C19 Bk Chax AUC . Thax ti2

prdrs il (ug/mL) (pg+h/nmL) (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)

TEIE (%CV)

4

; ~e—EN
~O—HEM

2 —&— PN

Mg AR Y 29 —)VIRE (vg/mL)

LA+ e 2

0 2 48 72 96
7 H G &E T (h)

(2) MNREHE
AARNNLEE (3~145%, 18f1) 1A Y =25 — 1 1[68mg/kg% 1 A
21 (A 5 ) B 12 1[E19mg /kg & 1 H 2[0]) 7 H MF AR 5 L 7= %,
FI A vmy 7 e LClE9mg/kg% 1 H2[EI7HEKER AL LIz &
X DI G4 DC,, K OAUC . DT (EPH) (X2 h2hT. 22
(2.03~18.3) pg/mLK U458 (10.0~156) ug-h/mLTdh 722",
[7.25]



CYP2C19 4 Ca AUC . T,

CYp: i nax ‘ s
AR ® (ug/mL) * (pg=h/mb) @ (h) ¥
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)
X 18 7.22 (2.03—18.3) 45.8 (10.0—156) 1.0 (0.92—3.8)

a: ST (GEER) SUTBMEAE (H e ofi) TRLE,

b FfE (HEEPE) SUTHE (84 off) TRLTE,

125% LA E15R% AT CIRESOkg L ED/NRIBIIL, Ao & RBRICAR U =) —) L1 [El4mg kg % 1
A2 (BfES : #1A21E6mg/kg% LA 2] 7H BIFRIRNE S L7-#, 1[E1200mg% 1 H2[E]7 A
MR NG LTz,

CYP2CI9BHAFAUE, AT OBETFREY TSN KB TH S,

EM : CYP2C19*1/* 1 X I¥CYP2C19™1/*17

HEM : CYP2C19™ 1/ 232 I%CYP2C1971/*3

PM : CYP2C19%2/%2, CYP2C19*2/* 3 IECYP2C19*3/*3

16.2 kU
16.2.1 "AFTFRASEY T«
REalb—var7y—~axx7s 47 AEind, BAAKLOS
ENIZB T DEFRANBHEORY 2F ) —ADORL FT XA Z Y
T 1X96% & HETE ST, ENEER S MR 1T 2 BF DA 4
TR_AFEY T 11, FIF100%TH - 7252,
16.2.2 BEDOEE
fREERR A B GTH)) I2BW T, EmEE ($91000kecal) ZHi-o7-
HEAIZARY a3 —1200mg% 1 H2[7HBKEROES Lz & &,
TEHIRREIZI T D Coo L QNAUC (X ZEJERF - & e U, E 2 h34%
T OAMET LTy T I L0 1. ABRRDERE L 72 GHE AT —
e
16.3 %
TR A DR Y 2 — L O EF IR D 0B F$4. 6L/ kg
LHEEENTY (HARAROSEAT —4),
16.3.1 #AMAFBIT
RY a3+ =B EHB I~ 10 O MIEFR R Y 2> — L o)
T HBER TR Y 25— VERE O IX0. 22~1. 0 (0. 46) T
S GMEAT—4),
16.3.2 EEHEEE
RYaFYy =Lt hEEEISHT ARG ERIT, 8% Th o 72,
16.4 {x3
In vitro®RBRIZEB W T, A Y = F > — /L ELCYP2C19, CYP2COJ T
CYP3A4IZ L » TIR#t S D, AFIOFEFHMIIN-AF T K TH D
239 [8.9, 10. ]
16.5 HEitt
AU aFy— ik, FREHC X VR L, BB GZ96FREH £ Tl
RAICRZEIR L L TG RoR02s Pt S 057,
16.6 FEDEREHTHESE
16.6.1 FFHEEDIET L1 1HERE
BERERE AIC AR Y Y — L 1EI200mg & 1 H 2l8] (B 5-1171400mg %
LH2[ED MO ORFH#EEIR T3 (Child-Pugh/y 82 7 AB) 1A
Y Y —/ L 1[E100mg % 1 H 2B (A 5-1[E1200mg % 1 H 2[E]) KAE
BOBE L L S ORKREEHOAC IXFECR L Tho72, 20
EEMBEPR Y 2 — VBT R T G2 A BICIRIEIE
TEFRRBICEE LTS PR TREREIR T CId6 A H &£ TERIRIEIC
ELRMo72 SEAT—4), [7.4, 9.3. 28]
16.6.2 BHEEDIET LIRS
(NP EEOEHERTEEVLTF=29 )75 R30~50mL/min)
AU aF —nN163mg/kgx 1 A2[E (AT 5 1E6mg/kg% 1 H 2[A])
TR IR G- Uiz & & | BHENIE & 7295 & b ~RAUCK
Vo CHEZITRD SN2 GHEAT—%),
(2) mi&BEHT
AR O MEEHTIC X 0 MAEFR Y 29— L D8%is Rk S i
GMEANT—4),

17. EGERALEE
17.1 BEHERUVREMEICET 558
(EAEX SEAEERRRRAE)
17.1.1 ENEMEER (15010015L88)
RIEVEERIE & 2 S B8 UIIREMEEIE DS 10 < Sebhu - &
Fde st L, 1000 (RROWEEECLY), Syeik18fi, A A v FHkE
2 [ZARY aF Yy —Lu 25 LT,
B OFRIEOS A, BEA A ICAN A& L LCT300mg% 1 A 2[E (KE
40kg A D5 A 1X150mg & 1 H 2[8]) | & D% ILHERF A & & L T200mg %
1 H2[E ((KEAOkgARNE D YpA12100mgZ 1 H2[M]) A% E Lz, 727
L B 5B8A3 A B o MR Y a2 — VR EE 32, Spg/mLLL B &
X, 5B H B LA 150mg % 1 H 2[E18E 1 5~ L 7=,
FHERIEOSAT, EEREEIEOE AL, REMAICAN AR L
L Témg/kgx L H2[E], Z DA AR & L Timg/kg% 1 H 2[E] R
WIS LTz, 72 L, #5883 B O R Y ) — LR
2. 5ug/mLLA E D & x 0%, 5 BIRAS B B LA 3me/ke % 1 B 2[E$R RN
BHICHE L, EEREFEUNOSAE, B5YHICAMHARE
& L Comg/kgx 1 A2[A, Z D ITHERFHE L L C3mg/kg% 1 A 2001
RS U, BHERRIEE3H BT 7214, IR EHEERIC L v &0
PRIENTATRE &I SN EBE B W TUIR DEIE~DYI D B2 (A
A v FPEE) AR E L, #5-0443 B B 0O ML 232, Sug/mLAR
i & X12200mg% 1 A2[A, 2. 5pg/mLEL D & %X 150mg% 1 H 2[Fl#%
afeh Lz,
Be G TR (kG-I 120 1H) DRERAMFEIL. LT D

D THoi,
R 3% Fh /B
72D USE 1/2
I H VS E 5/5
N vV S 4/4
RS - Wik v ¥ FHE 1/1
INEF 11/12 (91.7%)
(RBVEG 7 A~V L 2 10/16
AR TBIEBEBENER T A~V L R JE 3/5
7 A~ r¥o— 14/18
/NaE 27/39 (69. 2%)
79T 3y g AR 1/1
7V 7 bavy s R)g iz V7 b2y s AE 7/1
INEF 8/8 (100%)
YTV Y T A - YT = RYE 0/1
FANA/PN ] -
INEE 0/1
it 46/60 (76.7%)

BIVE RSB (R AR A L 2 5 1) 13 R 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%) . BREAARE (5.0%) . RHEE (5.0%) %T
o728,

17.1.2 S EEMA;KER (150-307/60258%)
CERETRMERENET 2~V NV RIEORF EREL, R 2
F = NAEERE L T AR T U U BB RO A, A O
MEA I U, AR Y 2 — U BT 196 BN RIEI 5-24RE 1%
AR L L Comg/kgZ 1205/ Z L1, LA T 4mg/ kg 1205/ = &
WCEEIRN B 5 U7, ARSI D56 133mg/ kg & 125
M ~DOWEETHEE Lz, £ TOWBRFITH LT, bt b
TH R OBARNE G-2 HELE U 1A 13 K Tmg/kg/h& L7z, R
V2 — OO EE ORMARIT200mg A 1 H2[E & L & 05
3HA B UAREIZRER DI A AR +53 725 E 1%, 300mg% 1 H 2[E] £ COM &
ZAfeL Uiz, ARMEICHENRD 754 1350mg % | H 28] HiAL
OPWEEATV, 200mgZ 1 A2 & TOREZ FATHE L LTz, KH40keg R
HOWRE BN TEZ ARY 2V —LoRA%GELZ &L LT,
Be B TR (kG-I 16 ) DRENRAMFEIL., LT D
D Thoim,



R 3% Fh /S
) RBEPERT T A UL 3L 2 SiE 67/119
T AL F )L AR,
/NaE 67/119 (56.3%)
At 67/119 (56.3%)

BIVE P21 2196 /51 T 128451 (65.3%) T -o7=, EREIERIZ.
R (28.1%), EX (7.1%) . %5 (6.6%) ThHh-o71=%,

17.1.3 S\EEMAEEER (150-309/6045%5%)
MRKERE I L TR E A T 2 AR 22 WA M R BB E A
fiE ) XU TRVARIE DS ZhREAR 5 UL AR MO R Bkt T & 72
WARE M SUMRIREERE | &2 SN2 BH 235, 3T2flic AR
U o — VR ERN S SR e Lz,
HRNE G- OBEE L, 5P B ICART RS L Temg/kgk 121FE =
LIHEEE L, TORITHERFH R & L Cdmg/kg % 1285 Z & 1272 <
L H3IA MRS Uz, AR ITK3mg/kg/h e Lz, BOKEOHE
1%, BEGRICART R L LT400mg% 1 A 2EH# 5 L, Z D% ITHER:
& L& L C200mg% 1 H 2 LTz,
B TR (R G-WIH 16HH]) ORERAFTIL, LT

BIVE SR 2726 9745 (35.7%) Tdr o7, FRRIVEMIZALPES
(0. 7%) ., KB Y T AMEE (0.7%) ThHo7=t,
GEMBMAABIEREICH T2 RAEMERED T
17.1.5 B4 B MAAER (BIE AL IE TR AU 1TEER LLEEAER) (A1601073
HER)
256 A AR BEPE B RYLIE OO FEIE 28 72 W 125 BA b o0 ¥ ifn 24
JaRshE R 2 x5 & LT B A% 180 H O B YT B O Zhiz >
TRV aFYy =g bTafy—nwl Lz, R)alry—nr
XiEA F T3y — A28 MERIRNE S L2 %I 0 #5128
DX Tz, R Y 2 — L ERECII2346112, fe ) O 24RE [ 1 XA fif
F&E L U Tomg/kegx, LAERITHERF AR L L Tdmg/kgx N U121
M2 & ACERIRN B 5 L7z, #5180 R X #4103, 200mg% 1 A 2]
(R B A0k g AT DHFA 1L 100mg A 1 H 2[0]) #:5. L7,
A b T aF = ERETIE2556IC, AR S L T200mgZa 1H2
BIFIRANEE S L, O 5 ~E0 8 2 #%13200mgZ 1 H 2[4 5. LT,
BR#180 A IZH 1T 2 HHEGE TR DR RIZ L F 0@y Tholz,
TR

TERAZE [9B%EHIxm] ¥

D Thole, RY aF =R PR ET VY
BFR FiBA /i 48, 9% 33. 5%
o 17 16.3 [7.6, 25.0] %
K2V MAE 11/21 (109/223) (80/239)
Y UER R VS E 23/38 a: BAETR 180 A BICI W T BUF O E &~ Clilife L 7o 4l ol &
L SN CAEFELTWAZE,
S . 3 e
A B i « RIS B R4S 21 = 2,
Mt 35/61 (57. 4%) - 100 H B % TICABRIENS6 H Ll L 5 ST 2 L,
) (BHEPERT 7 2L L R 40/86 b : BAEATILE (B REAEEEA L E UL B REIEMERAE) TN, R — A1k & OV ixBafR
TAXNFILAR, GEAPOMEE . REE M) %fF L Li-Fleissts
/NG 40/86 (46. 5%)
7T k= 7 AR /4 RY 35— BRI % BIVER 52132330 F 123451 (52. 8%)
ZESEEZE B AN ahh i e Thot, ERENEML, b (1.7%). FFH#E (7.3%), HkEE
b4 & N
e By (6.0%) RUNFHEERARE (5.26) THo7™™,
e ——— " 17.1.6 BOAFEMARER CGEERIEMBHRER) (A15010385ER)
T " W12 5 A N2 B B R R YE OBERE 0 & 2 185 UL L o3& g Al
N 2/ Ja A xR L LT, REMHERFHERYED K TFO 7ol R
PARR/NN" I P AN A N AN & 0/1 D) :'j_‘/‘\‘—‘/]/%&’ﬁ:‘:bflo A5 ARG & L CL12ER 2 & 1T
YD 6mg/kg & 2[E P 5 U HEFFR 5 & U CI2BEH] Z & (24mg/kg % FRARIN ¢
EOMD 7YV v LE 1/3 H L7, BROBECYEZHZIT, ARES ELTIRE I &I
it 5/11 (45. 5%) 400mg % 2[E1F & (REE40kg A DY A 1L 12KF[#] Z & 12200mg 2 2[B1#%
AL RARY D IEEGE /3 5 L, #EREE G L U CI2B 2 & 12200mg (K HE40kg R OB A1
B ALY 0 S 1/2 12/F[H] 2 L 12 100mg) % e L7z, 2 5-PA%A12H A £ CloREME
AT FARD Y LB TRRIE e VIR YR % FEE L 7= 9R A OBIG1310. 7% (3/28%1) Th -7,
2 R Y LR ig;:}ﬁggﬁim@““ o/ FIE R SE 3 31345011 2615] (57.8%) Th-7-. azfmlH’E)Hm\ ==
| 0 M= 0/ NGTEE 0/ Sy - 41, 43
R B g o P (8.9%) . LR (6.7%) KUEEHR (6.7%) ThH-o7="tY,
F Do R F‘X/‘chu 7 LE 0/1 18. ;7;“;‘7];7;"}%
INEE 3/10 (30.0%) 181 1’5%*&"%
Gt 85/174 (48.9%) N P o N S
RY aF Y —VITEEHMEIZBWNT, BRSOz L3257 1 —/L4

BIVE RS ERZIL37261 21501 (57.8%) Th -7, EAEWEMRIE. B
G (22.8%). 35 (1.5%), WES (6.5%) Th-o7=»,

17.1.4 SV EFEMER (150-6085%5%)
FEHFHRERID O A v U H IR BE A RIS, RY Y — DR
PR OB T DRT Y UBOE %I TV a Y — L S
L7 R DA IE R OVt & el UTe D7 < & b IR0 3 H IS
RN EZ1TV, ZORITREOZEE~OG Y BEX 2 wEEE LT,
ARV 27— VR TIE2T26N R ) O 24X AR AR E LT
6mg/kg% . LABRITHERF & & L Comg/kek TALEHVI2BERT 2 L 1Tk
RN G- Uz, 72, HEFFA Elddmg/keZ 120F & & £ CTHERETX
LTl E L, IEEAEE I3/ /kg/hE LTz,
RY 3+ — RO EES~0U 0 B2 %1%, 200mgZz 1H2E ((KE
40kg AT DY E1E100mg % 1 H2[E) THAAA L. 300mg% 1 H2[M (K
A0kg AT DA 1X150mg & 1 H2[A]) £ THIRATREL L7=,
B BT (R RESHIRIEY P& MFEDERESHERE) DRAE%
REDRIILLTO®EY ThHoTz,

R 3% Fh /B
o Nl 162/248
VK
/NaE 162/248 (65. 3%)
At 162/248 (65. 3%)

HBRERET S Z LI VIEREREZRT, £/, AV afy—
NOxTARAT v —VESRILEERIIERICRIRG T, 7> M
MR TO AT 1 — VAR 2 BT 7,

18.2 REHEA

18.2.1 RYU 3+ —)UE, HoPFE, TAUKILAR, 7V T b
a7 AE, TV ILABMOAY RARY 7 LBIZK Lin vitro
THEREE 2R LY,

18.2.2 RV mF V' —Lix, 7 AVULFIILRBEITHR L CREEER 2R
Lf:mo

18.2.3 S IEF K ORIEMBITLE Y FOFERK D VU HE, 7Y
T hay g RE, T AVLFENLRIE R RA 7 RAKRY U AEICKL
TR L & R L7219

19. BEMFSICET HBIEFMHME

— kR4 HR . R Y 25— (Voriconazole)

W&+ : VRCZ

k54 (2R 35)-2-(2, 4-Difluorophenyl)-3-(5-fluoropyrimidin—4-
y1)-1-(1/#1, 2, 4—triazol-1-yl) butan-2-ol

373 1 Gy FaN;0
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