* % 20264F 6 AT (56 7 HR) HAZEEm D EES

* 2025 10AELET (55 6 i) 876179
B | BRRE KRS HRFERasG
BMEE : 34F #E50mg | 22800AMX00209000 | 20164 6 A

#£100mg | 22800AMX00210000 | 20164 6 A
#£200mg | 22800AMX00211000 | 20164F 6 A

AT EEEELEH
saxrs h Y —)LEE
AV FYJ )5 50me (UG
AV FJ—-)3100mg 1JG)
AVUAFYV I 5:200me [JG)

Voriconazole Tablets

BIEE, T EEERY
E)EE-EEOLSZICIVERT S L

1. = W fivdd e
1.1 FFNCKBBEICH > TIE. BREDEBEICTH R FEARI, LA T—AH LT T L KE
LRBREFOEMSZDEENS LT, EEXGHALD Ky ary—u|am Kyars-u|Ery ZEERLINTAT e A
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JInkw, [16.1.2 5]
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L. 2HELREIEED 2HEMUBRSEDXEET S L,
[9.3.2, 15.1.1. 16.6.1 =f#]
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7.5 GFHREREAS500/mm Ll EICEIE S 5. XIZGEMFi#F oS
BTmE, BURRKBHICEEE2K TSI L, BRREICBVL
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8.5 HMFER., HERFAHFESORBEE S ob. KAKRS
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ST ENEFE LV, NETHIEBEE RIS O KR LS
WHEIFLIZREDN D 5.
NEEIHRE LTz
WHMVEERER Cld,. A & ENFEER LA ORBFSEE I E VL S
EMPRESN TV,

9.7.4 HEZERE T 5RICIE, BEFOREZTDICBHEL. 2R

ROBEWEHORER ZEE L ¢, BDER/NROEEIIRERIC &
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V77 TFY
(33754 )
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CYP2C19) %#[HET 5.

INVET L

AHEDPRIZED VL
YT ADCradd.2f%, AUC
1 5EEmM L7,

AENEVVE T LDOR
# B F# (CYP3A4K O
CYP2C9) %FHET 2.

AUk Z VPR FE SRR R 38
MLTH IR

FHRIEOFAICED. Zh
5 D EF O [ EE AN
28X DH%.

KENE IS DFEFOR
#EEFR (CYP2C9) %FH
9%

Yy AT haA RREE

KEIEDOHRICED. Th

KNI N & DR DR

5 5 5 OFEHIO M AN | # B (CYP3A4) %[H
vy rYRFy TEBENDH 5. E
Yy TIRF Y
AP RV AEIEDHRICE D A
R > ®DCrnas30.7%. AUC
A47.2%HN L 7z,
FFvarNy FHIEDOHAICE D AF | RANZ IS DFERIOR
23 R Y OCrax L AUCH | B2 (CYP3A4) %[H
B e, £ 5,
PEDZ A=Y Y ARIEOHRICED, 7=

¥ H =V OAUCHHEM L
7219,

f7Fu7xzy, Yr/uszx
+

AR EOHEICED, Zh
5 O | OCrmax &k AUCH
B2,

AENEZ NS DFEH DR
#EEFE (CYP2C9) #[H
£33,

HAlBE

BRI - FEEE

W - falRET

RECEEAL 2R
JIIVIFATOY - TF=
VIR T IF—)

JVIFAFAY - TF )L
IANTVF—LEDHHA
1I2& D REIDCraxtE14%-
AUCIZ46%E ML 722,

AR EDOPRICED, TF
ZLVIANTIF =D
Crmaxtd36%. AUCIZ61%H
Ly JVIZFATOrD
Craxtd15%. AUCIE53%3#
L2,

NS DEANIARA DR
#if B # (CYP2CL9) %
[HET 2.

AHNE NS DEA DR
#EEHR (CYP3A4) %IH
HI 2,

DE/ e

KAIEOHAICED, VA
77 b OMAERED ER
TEBTNNH B KAlL
DHFRPBRELZEE. B
HEOREICER L. BEIC
BTV LT T O
EEEITSHI L,

AENZV A 77 ok
#iEEFE (CYP3A) #IEE
T3,

Iy EFrFY VT (St
John's Wort, £ kY3 —
YR -T—b) EREER

tAAVAIFI YT ED
PRRICE D, KAIDAUC
1359% A L 7=2) o ARAI#

AV EFEFIVY
E AAl O R H B R
(CYP3A4) % 2,

SmidtA a3t rFY Y
VERRMEEMLAVE
SHETLHI L,

1. BIfERA
WOBERNPHobNEZENDHEDT, BEZ DTV,
BEPRDONIIGEIIIHRES2HIET 2 % CHE L AEZ (T
ST &,

1.1 EXGEIEA

MN.1.1 Yavg BEERH). PFI4S5FY— (BEERE)

11.1.2 hEMHREIESERIBFAE (Toxic Epidermal Necrolysis :
TEN) (JEERHEH). FEEBHLERERME(REE (Stevens-JohnsonfiE
{RE) CBHEAH). BWHAH GEHERH)
FIBEOERNH 6 bNB&Ic kRS 2hIE L, BE 0B
2I1TH T &,

11.1.3 FFEEZE (5.0%)

EELFEE (FX &H Fre. FEEES) Pdobh
BIENDHD., FEEHIDBHMESN TS, [1.2. 8.2 %]

11.1.4 DERQTER GEEARH). DESEHE (1.0%). DEHS
GEHEARH), TZIk GHEAH). R2R=E0vT (HERH)
DERQTHEE. DEHEM (torsade de pointes#&ir), 1IDE
ME. AER, TLEE7 0y 7, DEEZERIR. DEE
IHE. SEREDS D5 bNDHENDH 5. (8.3, 9.1.2 2]

11.1.5 DFZE (3.0%)

DHEREICEET 2 BEDSRD SN HESIC 352 L, #@Y)
BRABEITH T &,

11.1.6 BEZ (1.0%)
HELERERE (BHEBRE.
N5 ENH5. (8.1 %]

11.1.7 [FIRESEEIREE (BHEAHE)

11.1.8 £S5 « NU—IEIREE GAEARH)

11.1.9 MREE (2.0%)

EEEIA. PUMEREAD . BAERREED, MERBE. FEk
MENBRESFEOEEZMERENLHSDONEENH 5, (8.1
28]

11.1.10 {BERMEXIERN (BEEAHH)
BIEEKBREOEELKRBANHODONEZENDHEHD T,
. TRIASH 6bN-HaIcZREE Rl L, EY L LE 2
1TH52 &,

1M.1.11 &8 GEERR)
BREDMEEENHSDONDZ ENDH 5.

11.1.12 TEIEAREERE (BEFERHA)

B, A& CKESR. MARUORFIAF a7 %
B E T AEEUTRBEN D 5 bNBE &N DH 5.

11.1.13 BEEMRR (0.2%F)

R, MRIRREE, FHE HEORY (BEF) ErRvsenk
AT, HOPICHEXER. WECT. M~ —h—S0%E
REMBL. AFOHRSEHIETSEEBIC, BIBRERLEY
BloBRE5EDMEY 2 NEZITH &,

11.1.14 {EKMMPE (BEEAHH)
EEZEKMEPIH5LNEZENDH S,

BR. BREEEES) PHo6b



& %k

11.1.15 ZEEE (0.1%2)
BRHE, BRLVALVORTEORBEEPHobNLH LN
H%o
11.1.16 AU D LIE (1.0%)
(8.1 ]
T FEFEE IERAREREOBRICE STV A,
11.2 ZOftDEIER

14. BREDER

14.1 EFRAEHEOER
PTPEEDEANIPTPY — F 2 5W D H L TRAT 2 & 5 EH
T5Z L, PTPY— FOBEMICK D BELSATEA EEREA
FAL, BICREA 2B I L THIRRAREOEE 2 & HEz H#
HITBHIEND B

15. ZDfthDFER

FERHE IS EEFEAEEEBMEO KRB OENBRRBEOFERICEITHTY
%

a: FEPHEERREREOR/RICE STV,
b: [1.3. 8.5ZH]

5%LLE 1~ 5%kl V%R | SR s

MEET) > /< AR, [ &L V> 15.1 EREREAICEICHER )

b A TE s 15.1.1 AEABEFEICB VT, AU IFV—LoOMmEREE & ff

DR Bt DRI ﬂj*’@"*ﬂfﬂ" WREMAEEEREROMICHENICERLBEENSZD 5N
T TN 7oo AAMNEERAICBWTIE. FFEEREE A LER T,

H - pkpspE ) o N L3==p 53 - 3 [3==p 5
I 2O, IMEEFEEDSEE SN TWIDER O MEEHEE -5 74
ADHRHE &5 Eﬂﬁéﬁ%ﬁ%‘{; EwInsd.sug/mLll ETh o7z, iz, BNERKRE T

P SO i AREROL LIS U RS ROBEICNL, BRE LT

PR T 7 7 MEEFEE D4, 5ug/mLE EoHE. BREIZIE U THRESE
= B MoREE. Hw Bhje BRE PHET AMFMEE=Y Y > 72 EM L. ERSOERR
B =N HEN N 2%, BIER, — N 2 3 3

fE, RS i OREIZRD 5N TRV, [7.4. 8.7 2E]

IRFE Ejﬁ%gﬁ% 15.1.2 fifstE D 5 L I DI EEE £ 0 5R & Uit o B
AT RICBWT, ARBBERE CIRERFELEEORE ) A0 0
1L, FARImE S, TV LVRMEHEERERE LB TERICELS (WY —
R R :2.39, 95%EHEX M 1.31-4.37). ZOF4ED 2713180

E. B |EEEE. OEOO . B S SN =
. CEIN, FER. TR +:?E;3éj\fz’§i Hx#Z5RHBZEORE CEY (VY — FH 13.52, 95%(E
PCREL, H i, Ak Bk B R 1.59-7.79) LDOHENH 22,

HinkEE 4% # L)~ = N N

e S, i S EREE 1513 ARSI, R LR R OB R G L
%, LS. itk LEDREN DB, oy KARPKGHIC, SHEREBIERT
ﬁf”;} ;?%Wﬁ T ERELTWAEECHERF LREROEREGEPFREL
BIRE. MR, B IR, EAHERAL . He s %

LHMER U RS, TR, # RIS/ 5 A REDHEN DS, [8.6 ZH]

SRR B, RS, VTN Y =
. 18 e 1215&*3?’};

i [EET NN . R

PR

ﬁmkwg» Bk 16.1.1 OIS

i B AAANREBRABE (FAROH) 1<, K1) 33— 10,

R OB | 2R E EImE. B L EF P AEILRATFO— 200, 300&@400mg’2%ﬂ§%0:$@ﬁ!3&5 L7z & &, HEF

= (e Uit LI BHITHEIRE L TER L. AUCK U CraldAEICH L TIE

HETE RO Wb, R | A B . —

pelelige FEbE . o IR EOHEM AR LY,

E THNREE. . | AN = 2 — |G, . B Conax T AUC 2
EHEHE O, R OAF— BT, HEE (mg) (ug/mL) (h) (pg-h/mL) (h)

RERRE R, HBE, JUE. BRIR. R 100 0.39 (54) 1.2 (33) 1.82 (101) 4.8 (42)
BR. SEEREE. IR, FUNREY L N 200 0.91 (41) 1.6 (44) 5.12 (70) 6.1 (41)
B _ HE(RIM BT (R R 300 1.80 (8) 1.3 (23) 11.58 (41) 6.8 (31)

W R fl;ﬁfj‘?g‘ X 2\ A% 2R, B 400 2.88 (26) 2.0 (0) 3100 (62 11.9 (51)
BRE6H. THIE (%CV)

BR RIS MR 7V .

= R 16.1.2 RiEH%S
W, REX W i (1) EEERA
RO RS R NS . .
R T g e T K 35— VI3, EIZCYPICI & D RSN 5. CYPACI9
BE, ABETHEATIE. 3 EBRES. B ICIBEETZRAEET 5720, BIETOY A FITX VIZHER
B, BERE, Jefk BIE, R (EM : Extensive Metabolizer). $%{&\» (HEM : Heterozygous
X BRI, S, W%, 4B, ; : N . ¢
FE B OB A 3. B, s Extensive Metabolizer) B OMEW (PM : Poor Metabolizer)
fbE e e S y .
5 ML, B BREEZE T 2WEE IS0 TREIT L7z,
e HANEREABEIC, K'Y 35— 1 E200mg# 1 H2[E
740 REEOHRS (AR5 HIC 1 E400mg# 1 H2E) Ui
T M, mfefE &£ Z A, EMEUHEMT2 HE. PMT 3 HEICIZIZEHKAE
I IR S BAIRSS 123 L7
RS °
ALTHEA.  [MFRE D LE 800, [BUNFE 55,7 HEOEMIE ST A —
ASTHN, A7)V 7 2 $E 0. CYP2C19 Bl Chnax AUC- Tmax ti2
ALPHEPN, (Mo L7 F = BIEFH (pg/mL) (pg-h/mL) (h) (h)
v-GTP#hn 0. LDH#EM, EM 5 2.15 (30) 12.02 (45) 1.4 (39) 6.1 (15)
AU LA I HEM 5 3.36 (24) 20.01 (37) 1.6 (68) 6.1 (14)

B 707 LR, MU PM 10 6.87 (14)  65.05 (17) 1.6 (47) 9.0 (12)
ETFELR. 7 THE %V
7 Dy A —H
M. M IEFDPH B, (2) INREE
%1;;%«?% HAANNREE (3~148. 1861) 1A a3+ V-1
s 8mg/kg#x 1 H2[E (AfFHSE  #/HIC 1 E 9mg/kg% 1 H 2

) 7HMEEIRAZS Lz, FI4vay FELTLE
Img/kgz 1 H2E 7 HERERORS L& 2 0R#&RE%
DCrax S CAUC: DA FHE (CV%) 1EZh2NnT7.22 (59)
pg/mLKEU45.8 (90) pg-h/mLTH -7z, [7.2 58]



CYP2C19 Cinax AUC- Thnax

Bl

HETFR (pg/mL)? (pg-h/mL)? (h)®
EM 6 5.49 (70) 31.2 (102) 1.5 (0.95-3.8)
HEM 10 7.66 (49) 49.3 (79) 1.1 (0.92-2.2)
PM 2 12.3 (8) 99.1 (24) 1.0 (0.95-1.1)
2 18 7.22 (59) 45.8 (90) 1.0 (0.92-3.8)
a : RFE (CV%)
b HR{E (HiEH)

1278 DL _E15R K TR ESOkg L Eo/NE 1Bl BA ERBRICARY 29V —)v 1 [E
4mg/kg#® 1 H 28 (ERHES  #HIC 1 B 6 mg/kg# 1 H 2[E) 7 HREIFARMIRS L
7o#%. 1[E200mg#% | H 2 H 7 HERKERO®RS Lz,

CYP2CI9BEFRIL, LTFOBETFRID FHISNSGERETH 5.

EM : CYP2C19*1/*1X13CYP2C19*1/*17

HEM : CYP2C19*1/*2X13CYP2C19*1/*3

PM : CYP2C19*2/*2, CYP2C19*2/*3X13CYP2C19*3/*3

16.1.3 £MFHRIFESER

RY 2FV—LEE200mg [JG) &74 7 x> R§E200mg#%.
OAF—=N—=FIcEDZENZFN18E (KYVary—-L&LT
200mg) EERASBE (FREEEHRCYP2CIIDIEEAE N HiE
# (PM : Poor Metabolizer) # k<) ICiRBEFEORS L
TIFEFREFEEZRE L. B5N-EMHEINS A —%
(AUC. Cumax) IZDWTHEMEIT 21TV EMZENRSEE % 5
fFL7z,

AUCIZ DWW TIEEED FIIED Z D0 % FFEX HIFlog (0.92)
~log (1.10) TH V. HEHEElog (0.80) ~log (1.25) D#
FINTH o770 777 CraxlZ D W TIEEE O FHE D 1
log (0.97) THv. HEXE¥log (0.90) ~log (1.11) DHIFE
WZHD., o, [BFEEEZOENZENRSERBET A R4~
(FRR244E 2 H29H HAEREREF02295E105 FIHKL) | I - 7275
HEHEB CEHZBEAEL L T Wi e h 6, EMENICEET
5 EHES NP,

(ng/mL)
1600
gﬂ 1400
flmo— —o— KV TFJ—1L4£200mg G
7 1000 | —e 747 x> F§£200mg
7 800 | Mean=S.D., n=23
7 600 |
% 400 [
= 200 |
o w o
0 3 6 12 24 30
B5%ORER (hr)
EEIE ST A — 5
HENRTA—=4 BE)ST X —4
AUCo3 Cinax Trmax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)
R)arvy—)
Fa00mg (16| 569 10<1977.07 | 1306.094478.94 | 17510 | 6.340.9
27();7l’ F9E| oo1g.60+1855.88 | 1327.28+391.05 | 1.540.9 | 6.1%1.2
mg

(Mean+S.D., n=23)

ML 01T AUC, CraB DI85 A — 5 13, HEE OER,
R OIRENES - B DRBSLEIC & > TRE 5 TR A D
Bo

16.2 TR

16.2.1 NAAPALSEUF ¢
A2l -3y 77 —a%iT 4 7 AN, BEAR
CHEAICBT SBERABEOAR Y IFV—LD/AAL 4T A
A7) T 11396% EHEE S N7, ENEERSE MERBEICB
BEEONAFTTRAFTEY T 1 1F, 1FIF100%TH 572230,

16.2.2 BEOME
[REEREABHE (37H1) 105 EAEIFE (91000kcal) %HI-
FEBICAEY 37— L200mg# | B 2 67 BERERORS
Uik &, EEREICB I 5Cra R UAUC, 12 EMBHES & H
L. TNEN34% N U24%E R U7zo Tradd BEHIZ K D1.46F
BB L7 (HEAF—%).

16.3 7
BEFRAD K Y TFV — L OERREI BT 597 AR
4.6L/kgE S NP (BAAROHEAT—5),

16.3.1 HEBATRRIT
RV IF V5K | ~ 0HOMmEEHRR ) 27— NRE
IS ABERPARY 25V — LEEDHIZ0.22~1.0 (F5R{E
0.46) TH -7 HEAT—%)o

16.3.2 EEREEER
AV IFV—lok MIUFEERICHT SEAERIE. 58%TH -
f:33)0

16.4 X3
In vitroiRERICB W T, AR 25+ —)LigCYP2C19. CYP2C9
KUOCYP3A4IC L - CTRE#ES NS, R IFV—ILOEERH
PIIN-FF 2 R TH S ¥, [8.9. 10. ZH&]

16.5 HEtt
ARV IFV =)l FRENCEDIER L, BE% 5568 £
TITRFIUCRE LA E LTHREED 2 %RESTRES N 2%,

16.6 HENERZFIDEE

16.6.1 FFEEEEDIR T LT 1kERE
R AICARY) 3+ =)L 1 [E200mg#% 1 H2ME (BFE#EE 1
[E400mg#% 1 H 2 [E]) RUOHEEOMEAEETE (Child-Pugh
S5 AB) IARY aF YV —)L 1 [E100mgz 1 H 2 [E (&
#5 1 [E200mgz 1 H2[E) REREOHRS UL EOREHRS
BOAUC IEWBETRICLTH 7z TOEEMBFEFRARY) T
Vo VBER, BEMATIRERS 2 HEICIRIZITERREICE
L7z, REERFEERTE I HEE TERRBIGEL R
o7z® (HEAT—%). (7.4, 9.3.2 5]

16.6.2 BHEBEDIET LI5S

(1) PEEOEREETEE (JLF7FZUIUT7P SV R30~
50mL/min)
AYIFV =) 1[E3mg/kgw 1 H2[E (AR5 1 E6mg/kg
z1H2ME) 7 HEREBRNZRS L& &, BRESER X
Wil & HARAUCK UChal CEEZIZRD 5N h - 72 (4
EAT—%),

(2) MAEHT
4 B O MEBENTIC K D MEEFARY T+ — LD 8 RES
=0 (HEAT—%),

16.8 Z it

(RU3FY'—ILEE50mg [JG])
ARV 3FV—LEE50mg [JG] k. &80 R 7% 5 RBOFFEHA
DEMZENRSFHERE T BT 1> (FRR4E 2 AH EASE
EH02295105 AIHK2) ] ICEDE. AU I+ Y —IL$E200mg
1G] ZFERAE U7 HFEHBEOME, EHER RS & H)
ESN, EENICEFEE A SN,

(RUIFY'—LE100mg [JG])
ARV T+ YV —)LEEI0mg [JG] 3. [HEVRL 5 FOEEH
BlOAEMZNRERREE T R T4 > (FR245% 2 A29H E&
FEF02295E105 BIK2) ] ICEDE, KV 3V —)LEE200mg
1G] ZFERAIE U7 HHBEOME, EHER IR & H
ESN, EMENICEFEE A SN,

17. BRIRERHE

17.1 BERUREEICET 2R

(EEXFEEIEEERIE)

17.1.1 EIRSEM4EEER (15010015K5R)
FEMEEE &2 S N7 BE X REEEREEN R BEb N
7oBE R E UL 10061 GROBIE6CLAI, BHEROE18H] 21 v
FEFE2LH0) ISR T —LEERE LT
ROBEOHE X, BEMHICARAZEE LT300mgz 1 H2
| ({REAOkgHRE DB A IE150mg# | H 2[E). Z D% ITHER:
Mg & LT200mg#% 1 H 28 ({AEA0kgARim D H A 13100mg %
1H2[0) &O#KE Lz, 2720, #56% 3 BEOMmEEH R
Y3+ = VBEN2.5ug/mLM Lo & =13, BE5RIBSHE
DIB&13150mg % 1 B 2 B OHS~EE Lz,
BEREOR S, EBLEREDSL AR, HEMHICAHHE
L T6mg/kgx 1 H2E, Z0®BIFHFHEEL LT 4mg/kg
% 1 B2 mEIRNES Uiz, 72720, #5613 BEOMEEFR
U+ — VBEN2.5ug/mLY ED & X%, 5G5S HED
i3 3mg/kgz 1 H 2 MIBFRNIRSICHEER L7z, EEGEREE
Dot oBaid, BE5EICAHHAZEE LT omg/kgz 1 H 2,
ZOBIGHEFHAEE LT 3mg/kg® 1 H 2 BIERAES L7,
BEREZ 3 HEMT o 721 IRBREEEMIC & U RECEEA AT RE



EHE S NIZBEICB D TEIROBEANOYVEZL (1 v F
B EAREE L. #58A 3 HE O MAEFREES2.5ug/mLEk
i & £13200mg#% 1 H 2 [E. 2.5ug/mLEL £ & Z13150mg
%1 H2EEOHRE L.

BEARTER (RARSHEILER) oRaHREREMERIT. DT
DFEYTH o7z

T BEA BB/ FER]

N U H 1/2

i Y U 5/5

Y OYR P2y 4/4
REX - BN VSE 1/1

I 11/12 (91.7%)

[REBMERT 7 2~V F )L ZRE 10/16

o e 18I 7 AL F )L ALE 3/5
TRIVFVAR BT AL E D — 14/18

R
7T N a7 ABERES

27/39 (69.2%)
1/1

)T Nav oy Ag Bz )7 Ty 2 AR v
hat 8/8 (100%)

THU LR é%’&?&l)ﬂ;A;y7:@%E T
/INEE 571

i
BIMEFAFIRIE, HBAEFIL00FI+H78( (78.0%) TdH->7z. Fix
BIERIE. B (25.0%). REEE (24.0%). FFEmEE
EHE (13.0%). ED (8.0%). MEH (8.0%). & (8.0%).
BEREE (7.0%). FFFEE (6.0%). XE (6.0%). BH (5.0%)
HEThHo70 4,

17.1.2 S1ESEMAEEER (150-307/6025K5%)
RERRTEERBEE T ARLF L AEDBELZNRE L, R
VaFJ = VISR ET LART Y Y VBEREHOBME. Be
HROBEEZHBE L. R a7V — LG T4
A 524 B IZ AR AR S LT 6 mg/kg® 12BR T &1, DL
FEl3 Amg/kgx 12850 & & ICBRIRINIR G L7z BAEMICRIED
RHOENHEE3Img/kgE 2EEC EANDOBEEZAIREE L
Too BTOWEBEICHL T, L Ed 7 HEOBIRNZS %
WL, EAEEIRAT3mg/kg/h& Lize R ary—
OREOF/SORMBAEIZ200mg%E 1 H2EE L. #O®KS53H
BLUEICEE R RS A 725813, 300mgE 1 H2EHE T
HEZAgEE Lz, BBEMEICHENRD 5 N 725HE1350mg %
1 B2 BEMAOEEZ{TV. 200mg# 1 H 2 \EF TOREZEA
A& L7zo (REAkgRmMOWRRE ICBL TR, KV IF V-
OROBEEEZLEE Lz,

BEHKRTE (RAESHELIGER) oRamREaMHRIE. T
DFEDTH-o7,

46/60 (76.7%)

EfE i35k BRI/ FEG
o [REBMERT 7 2~V F )L ZRE 77/144
TANNELAR /NG 77/144 (53.5%)
&t 77/144 (53.5%)

BIEFAFIRRIZ1966IF112861 (65.3%) TH - 7z. EBIEAIZ.
BEREE (28.1%). BX (7.1%). FZ (6.6%) TH-7=2 9,
17.1.3 S{ESE M4E5HER (150-309/604515%)

[FREEEICN L TREEEZE T 2HEAID 2 W EE I EEE
BEE], XE TAHAEESPEAT S EBEEOMED 5
MR TE VWA IMREBSEEREE] LalsnhizBE et
RIC, 32BN AR ) 3 F YV — L ZEIRNZEES IR O®KRES Lz,
BRI ESO5 AR, BEWHICARAEE LT 6omg/kgZ12
R &S L. ZO%RIGHEFRAE S LT 4mg/kg% 1285
Trichid &b 3 MRS Lz, EAEEIEH 3mg/kg/he
L7z, BOFBEGOHEIZ. BHEHICARHARE L T400mgz
IH2E#FE L, £o®IGHMHERHAEE L 200mgz 1 H 2 [E#
HLl7,

BERTE (BARSHEIGERE) OREEEMRIZ. MR
DB TH-oTz,

i REA AR/ REB

H > Y IE 11721

HYIYR BV YE 23/38
NEt 34/59 (57.6%)

o [REBMERT 7 2~V F )L ZRE 40/86
TASNFNAR N 40/86 (46.5%)

ZUTNa v o AR 1/4

sYFray s AMEES ) Tk 1/2

R R N

/et 2/6 (33.3%)

EE HEE BNEI/FER]
740 ¥ ALfEE 1/2
7YV LRIRER 1/1
79 7 LRM S 2/4
THY LR i 750w LREE 75 7 LR 0/1
YUE D
ZOMD 79 7 LE 1/3
/Nat 5/11 (45.5%)
R RARY 77 L RREGE 0/3
i 24 R A v LSE 1/2
R R AR LR RS 2/2
oo e R RARY 7 LRERGE & 2 0/1
AT EARY T LR 2 L FRED 58
A4 RAHY v L ME 0/1
ZOMD A K AEY %7 LJE 0/1
/et 3/10 (30.0%)
&t 84/172 (48.8%)

BEFRFIRRIII7261 521561 (57.8%) TH 5 7z. FEIMEAIE.
REEE (22.8%). FE (7.5%). B (6.5%) TH-o7-4 %),
17.1.4 5{=5E MAEEER (150-6085H5R)
PRI OV DV MERE 2 /RIS, R I FT—LD
BEEROREEE, T LRT Y Y YBOBRERICT LIS —
NaBE UIBOBRWEROREELHE L., P Ldb R
Mo 3 HREIZBIRFIZES 2TV, 20RIZEOR/EADT &
A%&AREE LTz,
R I3F Y = VESFTII2NEICRA ORI ARAR &
LT omg/kg%. D3RR S LT 3mg/kgxr Z2hEnl2
BRI O L ICERIRAIR S LT. £z, MR E L 4 mg/kg% 128
ML ETHETEAZ L E L, REFEAEEIX 3mg/kg/h
&l
R IFV = VROFEAOT D E 2 %1E, 200mg#% 1 H 2 [
(R EA0kgR i D5 A 13100mgZ 1 H 2 [E) TR L. 300mg
%1 H2[E (AEAkgRBOHEI150mg# | H2[E) % T
BA[REE L7,
BERTHE (RABRSHEIR S > V¥ IEOHEKE SHEM) O
REMREDRILUTOBEY TH -7z,

HE RS bl /ER]
. n> Dy 162/243
BT N 1627248 (65.3%)
ot 162/248 (65.3%)

HIVEFFIARIL27261976] (35.7%) TdH -7z, EEIEAIE
ALPHEIN (0.7%) &4 7 LIMEE (0.7%) Td - 724,
GEMEFHAITEEEE IC BT 2R EEREED T
17.1.5 BHENMERR (BEEALFERUTHELERAR
(A1501073zH5%)
W6 » ARICEEEERERIVEDFKEN 2 V12K L&
BilfaBEREEZNRE LT, BERIBOHODEREBRTIO
BICDOWTARY aAF V= )LeA hTaF =L a L7,
RYIFV=LIEA bTaFV =% 2 HEERNEZS L.
ZOBRIIBOZSICUDEA e RV IF V- LEBRERHTIX
2346, B D24 I ARAR S LT omg/kgx. D&l
MR & L C4mg/kgk ZNZNI2EH & L ICERIRNIE S L
feo EOREICHIOB KT, 200mg# | H2E (hE40kgk
WOBAIE100mgE | H 2 E) 85 L7,
A NTaF V= VEERETIZ2SIIC. ARAE S L T200mg
%1 H 2 BIERAES L, BOBSAT DB 2 #%13200mg % 1
H2E#&E L7,
BEZIBOHICH T2 EEBERE T OENEIE, LTO&ED T
Holze

TR U

e TroarTm | fe (5% EREEY
28.9% B.5%

(109/223) (80/239) 16.3 7.6, 25.01 %

a: BHERISOHMICHB VT, IFOEE 29 Nz LI HE#E0EIG
CEFLTWATI L,
- R HFEBIYEORE BB UIBRBEA 202 &
- BHERIOOH B & TIRBES R EREShTna &,

b : BIEATAE (B HEENAE S B RIERERNAE) i, Nr—EatEkvm
BB (EAPOIMGE . NEAEIIIEME) %8 L L7zFleissik

RV aFV = VEREEICH T S EIEFFEIRRIL23361H1123641
(52.8%) T > 7zo FRBWERIZED (7.7%) FEME (7.3%)
RAEE (6.0%) ROMHEERERY (5.2%) TH-o77 9,



17.1.6 BN EMAEHER CGFERIFXIIREER) (A150103851H5%)
#E12n ABICRENEEBIYEDOBRED & 2 18 Lo
AR EERE 20 RE LT, BEEEEBYYED KT O
TeOIAR) AF =V EFE Uiz, SFICERRE & LTI
M &I 6mg/kgs 2[E%S L, MFHRSE LTIREMIEIC
Amg/kgk BIRNIE S LTz ROBEICYIDBZKIE, AR
5L UTI2BR C & 12400mgx 2 3% 5 ((REAOkgRiF D5 &
X128 & 12200mg % 2 [E#5) L. fﬁ’é%?ﬁ’%ﬁt U C 12/
T E12200mg (kEAOKgH I D& 1312850 & & 12100mg) %
BE Uiz, BE5MIB12 A% E CICREEEREBIVEZ RE L
7o WEERE OEIE310.7% (3/2861) THo7z.
BIERFIRRILASHIF266] (57.8%) TH-7z. ERREMERAIX
frEtE (8.9%). AIE (6.7%) KU (6.7%) TH-7-7-%)

18. EINEIE
18.1 {ERERF
AVIFV - LVIEEMEICBNT, BEESOIILITATFa—)L
EEHAHET ALKV REBERHEAE TR, 72, AU
FY=ILOINTATa— VAESEBEERITEREISERRNT,
F v MR TO AT 0 — VAR T B EEIZD N0,
18.2 IEE{EA
18.2.1 KU IFJ—NiE, Ao IFB. TARLFILARE, 7
VX Ay T AB. 7V YT LBROAT RARY 7 LRI
Lin vitro THREREEE 2R L7125,
18.2.2 R aFV—)lid, 7ARLFILABIIH L TREIEH
R L7250,
18.2.3 B EHE RO GEBMEIEILE Y s DERI /> YV EE,
JUFLNTYy 7 AR, TANLEILAERTZAT RZAAEY L4
FEICX U CE W BRI R & R L 75200,

19. B2 ICAT 2EEENIR
—f%4% : AU aF v —) (Voriconazole)
b4 © (2R,39)-2-(2,4-Difluorophenyl)-3-
(5-fluoropyrimidin-4-yl)-1-(1/4-1,2,4-triazol-1-yl)
butan-2-ol
CisH14F3NsO
349.31
HEOEREEDOMEKTH S,
x&/—» TEFZRYNIZETPTL, ¥ —
L (99.5) | %%mﬁ%¢<\*kﬁbf Fiz< s
lmo /LRI ICE T 5,
BEEE ()% -374~-404° (BiAKPICBEE Lz 0
50mg. *% /=)L, 25mL, 100mm)

b2 i
TR
oK

22. @&

(RYU Y —ILEEs0mg [JGD
50%% [108% (PTP) X 5]

(GRUIFY—ILER100mg [JGI)
50%% [10#E (PTP) X 5]

(GRUFY'—)LER200mg [JG))
S0#E [1088 (PTP) X 5]

23. FEXHR
1) EEFESERE 7y MRROBERSIRSHE (Bt
n vivoiklg) (747 x> N§E/ &M 20054 4 ALLH
KRR, HEERMIE 2.6.7.13)
2) AFEFAERERE VU FR - BREREICET 2B (BWN
in vivoikEr) (74 7 x> FiE/ BT 1 20054£ 4 A11H
AR, HFEBERMEE 2.6.7.13)

3)

4)

10)

11)

12)

13)

14)

24)

25)

26)

27)

ELy/L )
A7y R$E/FEH 20055 4 H11H&ER.
276 (2)

Y BIREIC T I rifabutin D2 BN EMERERER) (7
A7z N§E/BIER © 20052 4 A1IH&AZE. HiEERMT
=276 (2))

EYBRICRITT I 7L VY DORE (BN EY IR
B) (747 x> R§E/ &R - 200544 H11H &R, H
EERMIEE 2.7.6 (2))

HBRRICKIETT ) P FEILDOEE (EIEY B ERER)
(747 R$E/EFH 1 20054E 4 A1 H &R, HEE]
R 2.7.6 (2))
Purkins, L. et al.
(Suppl. 1) : 37-44
HIV7 a5 7 —YEERKIIB T SF b 70— LP4501C B#
U7 ENER (BNn vitroiig) (747> Nig/
BEA - 20055 4 A11 Bﬁ(um FEEERMBEE 2.6.5.15)
CYP3A4EY 2 L—4—IIBIFSHF 7 u—LP4501 BEE
L 73R B R (?ﬁ’ﬂm vitroikg) (74 7 = > Rig/
BER © 20055 4 A11HARR. HFEERMEE 2.6.5.15)
Romero, A.]. et al. : Clin. Pharmacol. Ther. 2002 ; 71
(4) : 226-234

Zay) L ADOZEYEREIC ER-Z (?@ﬂi%%ﬁ%"ufﬁﬁ%ﬁ)
(T4 7z l\ﬁ/ﬁ%&ﬁﬁ 20055!34)?1157%.:“ i
R 2.7.6 (2))
Purkins, L. et al :
(Suppl. 1) : 24-29
FRAT T = )LOIEMEREIC T THE (I EEDEER
B) (747 x> Reg/#iEH 20054 A11H AR, H
FEERMEE 2.7.6 (2))

FARATHY, IFVISLIIBIFAHF 70— LP450IC
R U - B EER (5kn vitroRE) (74 7z R
$E/FRER 0 20055 4 H11HAR, HFERMIE 2.6.5.15)

FIE9 Y 7 7 €Y Y KUTifabutind#EE (7
RS ERHE

: Br. J. Clin. Pharmacol. 2003 ; 56

Br. J. Clin. Pharmacol. 2003 ; 56

Saari, T.I. et al. : Clin. Pharmacol. Ther. 2006 ; 79 :
362-370

Saari, T.I. et al. : Eur. J. Clin. Pharmacol. 2007 ; 63
(10) : 941-949

Saari, T.I et al. : Br. J. Clin. Pharmacol. 2007 ; 63 (1) :
116-120

Hagelberg, N.M. et al. : Eur. J. Clin. Pharmacol. 2009 ;
65 (3) :263-271

Saari, T.I. et al. : Eur. J. Clin. Pharmacol. 2008 ; 64
(1) : 25-30

Hynninen, V.V. et al. : Antimicrob. Agents Chemother.
2006 ; 50 (6) : 1967-1972

Hynninen, V.V. et al. : Fundam. Clin. Pharmacol.
2007 5 21 (6) : 651-656

) BTASUE BARERGHESE BE)IFE 2021 ; C5436-C5443

Rengelshausen, J. et al. : Clin. Pharmacol. Ther. 2005 ;
78 (1) :25-33

Hamandi, B. et al. : Am. J. Transplant. 2018 ; 18 (1) :
113-124

BEBRNCB I 2HEEORSROEYEE, BFOFE
Fozet (ENEHRE) (71722 F§E/EER
20054F 4 A1 AR, HFEEREE 276 (2))
BEBACB T 2 BE R OARRS % 45 RIEEOR SR
oFEyErE (NS I HERE) (747 x> i EE
20054F 4 H11HZER, HEEEE 276 (2))

INREREICB T DEMEE (74 7> NEE/EER R
SAvay 7 20144E 9 A26H &R, HEERMEE 2.7.2.3,
2.7.2.5)

) AEMERREEREE ($8200mg)
) BEBRANCBIIARE2L -3y T7— 7:#*%47

A (T4 7> R/ EER 20054 4 A11H &,
QME}E% 2.7.2.3 (4))
EANETHERBEICBITA2RE 21— 3077y —<2aF %
TA4 A (TAT7 x> REE/ B : 20058 4 A11H&ZR.
HEFEERTE 2723 (4))



31)
32)
33)
34)

35)

36)

37)

38)

39)
40)

41)
42)
43)
44)
45)

46)

47)

43)

49)

50)

5

—

)

52)

53)

54)

55)

56)

BYBHEBICBRIIIRHFORE (717 N§E/EE
FH © 20055 4 A11H&AR. HEERMHIE 2.7.6 (2))

Lutsar, I. et al. : Clin. Infect. Dis. 2003 ; 37 (5) : 728-
732

Roffey, S.J. et al. : Drug Metab. Dispos. 2003 ; 31 (6) :
731-741

Hyland, R. et al. : Drug Metab. Dispos. 2003 ; 31 (5) :
540-547
FEEOFRERELE I A2HBEEICB T 2RERORS
BroRyEe, REMERUOEEE BlEDEHERE) (7
A7 x> NEE/EEM © 20054 4 H11H &R, HiEERT
5276 (2)

ERERERICB T 2EYERE, REERUREE (85
BRI ER) (74 7 = > NEE/#3FA 20054 4 A11
H&ER. BRI 2.7.6 (2))
EREETEICBU2EMEE (717 22 N/ B
Fi - 20052 4 A11HARE. HEERMIE 2.5.3 (7))
AEVENFESEEHE (5850mg)

AEFRESEEHE ($8100mg)
GIEMEREEION T 28R OTEE (BN THRER)
(A7 x> REE/87EM 1 20064E 4 A11H &R, HE
RHEE 2.7.6 (2))

GAEMEEREICN T SENEIHERE (71722 F§E/
B 20054F 4 A11HARE, BERESE)

Herbrecht, R. et al. : N. Engl. J. Med. 2002 ; 347 (6) :
408-415

SLEEE MARRER (150-307/60258%) (74 7 = > R§E/ &
HH 20055 4 A1 HARR. HEERMIE 2.7.6 (2))
Perfect, J.R. et al. : Clin. Infect. Dis. 2003 ; 36 (9) :
1122-1131

SLESE AR ER (150-309/604:88%) (74 7 = > REE/ &
A 20055 4 A1THARR., HEFERMIE 2.7.6 (2))
JEIFFRERE D BB O D F MEDIREIC B T 5 B E
(MBI EIMEERER) (747 x> REE/ 811 1 20058 4 H
11 HAGE. BHFEERHIE 2.7.6 (2))
EIMERESEEEEZNRE L PR CHIE L /-EIE
i (BYVENAERER) (74720 REE/BEH/RKI1
0 7 20156 8 H24HA&RR, HEFERMEE 2.7.6.2, 2.7.6.3)
RS MEREBE (HSCT) BEICB T 2REBEEHEREK
UE (IFD) o—kFHiaE (B S IHERE) (717
Y REE/SEBIER RS54 >ay 7 20154 8 A24H &R,
BRI 2.7.6.2)

R (SCT) BFICH T 2 RBMEEREBYYE (IF)
OZWRTFHhAEE (B EIHERE) (747 2> Mg/
B/ RZ4>ay 720155 8 A24HKR. HiFERE
2.7.6.3)

HENOTS Y MNFBEO AT —LERICRITTHE (1B
Sin vitrosRER) (74 7 = > F§E/#3EF © 20054F 4 A11
HA&ZR. HEEERMIEE 2.6.2.2 (1))

n vitrolZ B\ AMEEEE (Bn vitroikg) (747 =
v REE/EFE 20055 4 A1 HARE., HiEERHE 2.6.2.2
(1))
FFEIEETILTEY MIBUT B 7 A ULF )L AL GG
AR E (BIn vivoikEg) (747 x> REE/
A 20054 4 A1 HARE. HFERMEE 2.6.2.2 (2))
GEMHEILE Y MBI 27 ARILF N AL F RS
T 5PN E (Bin vivoiREr) (747 x> REE/
BER © 20054F 4 H11HZAGE. HEERMTEE 2622 (2))
GEHHIEILTE Y MBI BT AT )L ARG
B RGN R (Eikn vivoikBR) (747 = Rig/ &
A C 20054 4 A11HAGE. HEERMEE 2.6.2.2 (2))
FEEHEILEY MIBY 5Candidas F B 03 5 5
R (En vivoillg) (74 7 = > R§E/§ER -
20054 4 A1 HAGE. HFEERHIE 2.6.2.2 (2))
FEIHIE LT Y 2B B Candida® &GN T 58
AR (n vivoilsR) (74 7 = > R§E/&ER -
20055 4 A1IH&AR. HEERMIE 2.6.2.2 (2))

57)

58)

59)

60)

61)

B IEH K OB IE €L E v MBI 5Candida non-
albicans® & G692 BGLFh DR (5hin vivoillkk)
(747 x> N§E /I 20054E 4 A1 H AR, B3]
BHEE 2.6.2.2 (2))

FFEIEHE EILE Y MMIB BCryptococcusi gLz it 3
BB EHNR Fsin vivoikBr) (747 =¥ REE/ &
HH : 20055 4 H11HARR, HFERMIE 2.6.2.2 (2))
FEIEHE EILE v MBI 5 CryptococcusHa s PG}
T BB MR (Bilin vivoikBR) (747 x> g/
A 0 20056E 4 A1IEHARR. HEERIE 2.6.2.2 (2))
FEEEEILEY MBI B AT RAKRY 7 L2 F R
T 5 RS R (Hihin vivoiksR) (74 7 = > g/
BHEH 0 20056F 4 A1 H&AR., HFEEHMIE 2.6.2.2 (2)
FEMEEILEY MIBUI B RAT RARY 7 L25EGUIxt
T BB MR (Bilin vivoikBR) (747 x> g/
A 1 20056E 4 A1IEHARR. HEERIE 2.6.2.2 (2))

24, XREERERUEVEDEE

HAEY ) v 7St BESTHHKE
T108-0014 FEEEBXZAT H33&ELLS
TEL 0120-893-170 FAX 0120-893-172

26. BLEREERES
26.1 SHERRFETT

JG)

BAYIRUVOKAEH

RRPEXZHATBEIIE11S

000949000-018



