% % 20264 MET (B30
% 202440 HMET (BE2hR)

L SIRRE

B3R 34

HAFERm D HES
87629
AR7ERRA
201146 A
20116 A

AKinES
22200AMX00918000
22200AMX00919000

7174 50mg
7174l 100mg

R EE G EA]
BFXERA JIL3FV-ILATEI

INAFJ =N h7EN50meg JG)
IWAFJ—=IHhFEN100mg [JG]

Fluconazole Capsules

WA EEERY
E)EE-BEAEOLSZICLVERTS L

2. B2 (ROBBEICFIZRS LBV E)

2.1 ROFEAH##HEFOBE: MU TYSL, TLIYIVE
RIS - BAKA T = A > - AV TaELTyFEY Vb
FoT LIy Iy, F=V0, EEIYFR, 7AFTLEL,
752N TAFTLEL - RZSTE)L, 7EILZ
DU, FNRATFILEY Y ARFYINL-TELZIE L,
OIYER, Jurrt o, LI¥RU[10.1 BHE]

2.2 KANTH U CGRBBIEDOBHFERED & 5 EE

2.3 ERXIIIFIR L C WA RTEEED H 541 [9.5 SHE]

3. #BRE - MR
3.1 48Rk
o HADFLSY ;
B (1 7P k) PRI

LK, b ER YTy S
UNEIRZBEr A% AT T
VEES TR LT ) VR
FRUTL, ¥IFY, BLF
4

BN VIGIL N N E S e a4

U EKRZBILT AR ATTY
VEES TR L R 102 5.

TZNaFr—)
51 7+ )L 50mg
[1GJ

HRE 7LVary-—
JL 50mg

JLaFJ—)

»F e 100mg|TH TV ATV =

G Y- 100mg #E 5B, 5 VRS R
L, ¥IF 2, BILFY
3.2 REIDOMIR
W7e% & - Al - RES -EHE |HBlo—-F
Fars—n|Er” TEnen m
ﬁfﬂNSMQEé%g£4éi 1G 105
MGl i );ﬁlJ ? R&ES HE
45 Hh7E)L 200mg
F oy FEHEOT
77 100mg |+ —EREWIE Ve ]G Jo6
1G] REHDHE S 7+ FoEX ey
Uzl 327 7L 270mg

4. HEEXIFFHR
OAVIIBRUTIUT by ARBIC KB TECRERIE
ERME. FIRSERE. HEEERE. REEEE. BEE
BEAEX
OEMFHBIEERS CH T D FREEEEED T
OHAVIIRBICEETY BRI USISER

6. FERURAE

A

(AVIIE)
WEL. A7 L3+ =)L LT 50~100mg % 1 H 1[4
EORE9 %,

(U Oy AREE)
WEL. BRAICIE7 L3+ =)L & LT 50~200mg % 1 H 1[4
ROKE9 5,

B, BEENIHEGHEEREBRPEOBAICIE. 1HEELT
400mg ETHEBTEZ 5,
GEMEHIIABIEERE B DFEEERED TR
BAICIE, 703+ Y=L LT 400mg % | B | @@EO#5
ER-E
(A IIRICERT ERBUSHZER)
EEL. BAICE 7 Vary—)LE LT 150mg % 1 [fEO#5
ER-H
INE
(AVIITE)
EEL NRICIE7IVaF Y- & LT 3mg/kg % 1 H 1 EREO
#B579 %,
(JUZT OV AHRIE)
EEL NRICE 7 VaFy—eE LT 3~6mg/kg & 1 H 1 [H
EORET %,
mh, BENIEREEEERMEDSB S
12mg/kg E CHEETZ 5,
GEMEHIREBIEERE BT 3 FEEERED TR
ANRIZIE. 703 Fy =L ELT 12mg/kg % 1 H 1 ERFO#
59 %,
BB, BEOREBISC CHEERET %,

-

3. 1HE&LT

772U, 1 HEB&E L T400mg zilBA2\\W2I &,

HER
A% I4AHETOFERICIE, 7LaFy—LELTMNRERIL
HEz 72 BREEICRET %,
A% 15 HERBOFAERICIE, 7Lary— L LTMNRERIL
HE% 48 RHEICIRE T %,

7. BENUHEICEEY 3R

GIEERE (hY VI RICERT EARUHSERXRL))

7.1 BREEREREICNT 2HABHAMOER
BHREREEREE ICREIZHEIE, FTRIRSZLTF = -
VT I AMEEXSEICHBREREIT S, [9.2, 9.8 2]

7P79::V'7‘)75VX HEOE%
(mL/min)
>50 EHEFE
<50 (BITEEZKR) FE
BITEE BIRTHRICEEHE

CEMEFHIRBIERE [CH T3 FEEERED T

7.2 HHRBAES TEES NS HHF P o RE 2T 52 &N
gE L,

7.3 IFHhEREA 1000/mm? 2BATH 5 7 HEKREG 52 &
ZE L,

(MY IIRICERT DEXRUIZEERX)

7.4 KB OWMRAE IR EHR 4~7 HEZBRITITOL. IRDVED
SNEVHEIZIE., MOEROKRE 2175 % SHEY) HLE 21T
ST &,



8. EEREAIEER

8.1 REBEHBICHI->TE. o LOTILT 7Y VIRFAD
EREZBEEL., L7 7Y EMATAEEIE. ubtar
VEEREIER O N O VAR T A M OEBEER T R SEEICRS
T52 &, [10.2 ]

8.2 MKfEE. SUBRE. FEE. &A1Y 7 LAIVE. DEHA.
QT ZEE. RERAS D5 DONEBENIHHDT. KHOHS
LTI, BRI MR, BREE - PR EEmE. mPE
RERE., DBEXBEEZE /TS5 &.09.1.2, 9.3 .
11.1.4-11.1.6, 11.1.9, 11.1.10 =H&]

8.3 AHOBEICELTIE, 7 UILF—EARE, HYBREIESIC
DWTHSEMZEITHY> T &, [9.1.1, 11.1.1 BE]

9. JEDERZFTIIEHEICEHT I EE
9.1 GHIE - BEFEEDH D EE
9.1.1 EMBEEDEIEREDNSHZEE (FRFIITH U T:ESEDEE
FEDHZBECHZS LBV L)

[8.3. 11.1.1 =f&]
9.1.2 MEENIEREEEDHDEE

IDESEIH (torsade de pointes 2 &), QT EE. LEME.
BE7uv 7., RIREPHS5bLNEZ ENDH 5, [8.2. 11.1.10
ZH]
9.2 BikEEEEEE

BERICZ VT F=2 - 7V T ARE 2TV, BEEZH
Ty, HEMEE2HITERT AL, MFT7LIFT -
BESERT 5. (7.1 2E]
9.3 FFikEEESERE

FrgREmEZB(LSE5 D 5. (8.2, 11.1.6 BHE]
9.5 1Fi®

IR AR LT WA RIEEHE D H A2 L HICII S Lz na &,
EFAEZ 5D ERIRE P dH 529, [2.3 2]
9.6 EAIE

BALLZWIEDPEFZ LV, BAFANOBITFRO LN TWL
35,
9.7 INR

FERICBWLWTIE, BREMBICEERET A2 &, BREITRDL
Te D MHBERBEPERT .
9.8 SimE

HEx o NI EHRICEET AR EEEICRET A2 L, K
FllaF e LTBEL» S HRt SN2, BiE TIIBRENET
LTWBZ ENZVWOEWMR 7 LT — VBEESFHFT
BBRENDDHH, [7.1. 16.4. 16.5 HfH]

10. ¥E{EA
AHNE. CYP2C9, 2C19 KU 3A4 #HET 59,

10.1 HAZER WHRALBWLIE)
A E BRARAER - $EETT %

WFp - febERE T

NN PN VAY 2 s
>
[2.1 B8]

YT VS LORENE
WICEHMPEED L
. ER DR O1EA
ﬁ@@ﬁ@ﬁ%ﬁﬁ
%7,

KENZZ NS DEAO
FFREIC BT 2 ERBR
#EEFRTHBH CYP3AS
ZEET 50T, HHAEIC
L ZhsnEHoIMm
FEESERT S E
WH5.

INVITH I VEAE
- B|Kh7z142 A
V7uabeLyrFey
¥ (ZV 7 I VELASE)
e RoI LIy Iy

7V = ILRIEREF%
@ CYP3A4 #AET 5
BHEILITY IV E
OFFICED, LTS
SVOMmMEEEN LA

KANZZ N 5 DEAD
JFIcBIT2E2RK
#EEHRTH S CYP3A4
ZHEET HDT. HFAIC
L0 ZhsDEF M

[2.1 8] L. MEEREORER |HBRENF EATSZ L
ERITBINDED 5. | Bdb,
FoIOU(FZIVUERR| IS OFEF O MR | ARAIE NS OER O

1)
YEY R
[2.1 ]

ErERILHIEICK
D, QT &R, torsade
de pointes 2339 2
BENDDH S,

JFIEICB 2R R
#EEE TH B CYP3A4
ZHET H0T, HHIC
& nsnFEHOIMm
FRESERTEIE
BH 5o

A7 %

BRARAEIR - #EE ST

W - falRE T

FTAFTLEL (AYR
77)
7559 AN T AF
FLEL - RTSTEL
(DA —FRasE)

N5 OFEH O MR
ErERTAHIELICEK
0. FFREERORIER A
FHIL., ETELT S
BENDDH B,

KAENZZ N5 DEHI O
FRIC BT 5 ER B
#BEETHH CYP3A
ZEET H0O T, PERIC
L0 ZnsnEHOIMm

[2.1 zHE] FEES FRTLZIE
WH5.

TEL=ZVEY (WVT |4 rTaFIT—=LeD | RFEI NS DEH O

av7r) FRICED7ELV=V | EL-2REEZETH S

FNABILY Y AR
FYIL-TEL=ZDE

¥ro AUC " ER T
HIEPMESNTL

CYP3A4 #[HET 5D
T FRHICED ZhED

v (LYY AFRASE) | %o HAO MHPEED L7
[2.1 &H] THIENDH S,
OIYER (Vry 727 | a3y NOMPEE RFIZIN S DOEHF O
v R) WELLL LRI 287 | F2REBRETHS
(2.1 2] b5, CYP3A4 #HET 5D
T PFRICEY CheD
HHOMFBEEDN L7
THZEDD Do
Jutreyr(urt|Ins oEFOMHA R IARANIEI NS OEAO
>) ErERL.ERAPER E-5REBERTH S
LVIYRY (FY—=%) |THBENDH 5, CYP3A4 2HET 2D

(2.1 ]

T HRICED IS0
A OMAREN EF
THIEND B,

10.2 HAER (BRI

ERTBRTE)

A2 E

RRER - 1EETE

T - fElRET

INT 7)Y
(8.1 ]

Zuturb o
ERY. ELWINR EF
KO MER (5, &
Hifn, JEALE M. m
PR, FIEE) O|EHNH
%o

AHNEZ N 6 OEFEH D
BRI BT 5 EZ 5K
#EEHETHH CYP2CY
ZHET 20T, fHHIC
&b hsnFEHIMm
FRENSERT AL
BdH 5o

2 il N G
A 77a7
A A<A e

Zh o DA O IMmH R
EEROBREDN D
%)9)*12)o

KENE Z N 5 DA D
I BT 5 E 5
#BEHETH B CYP2CI
ZEET 0T, fHHIC
£ ZhsEHOIMm
FEBESERTHE
BH 5,

traxys

tlLaxy7omhiE
ERERTLZIEND
5. RAIZFERAF OB
Eicktraxyso
B 5% ERAED 5 Fik
THIE,

AHNE N 6 DFEA D
BRI BT 5 EZ 57
#EEFETH B CYP2CY
ZIEET HDOT. HFRIIC
£ Zhs A OIM
FRESERTELE
Db 5o

gLy

THYILy oI E
R ROEERET T
% HIVARYBAEDI
FRERDORE N
gi)éla)o

AENZTH LY > OFF
fEICB 2 EREBRH
BHETH5H CYP2CO %
FHET 20T, fEFRICE
DEERBYTH B P
VR VBB AR O I A B
PRDT B ENH S,

HMG-CoA #EtEE#RE
EH
TIWINARY F

N5 OFEAF O IR
EPEATLZEND
&2 19-16)

KHENE T IVNZAY F >
OFEICBFAELS
REBERTH S
CYP2CO ZHET 5D
T HAEIRED TN R
YFrOMmFAEEN L
AIBERD S,

T NIVNAYF
VUNREF %

IS OFEA MR
EPERTAHZEN
H B 14-16)

KENZ Z N5 DEH D
I BT 5EZ 5
#BEHETH S CYP3AS
ZEETZ0T. fHHIC
LD ZhsEH DI
FEESERTEHE
WH 5,

HUNZTEE

HANNTEE YOI
WEFEFRL, BD-IE
H o F WL, HRESFH
RLIEOBREN D
217.18)

AAHNZZh 6 DEH D
BB T 5 E2 5K
#EEFTH B CYP3AS
ZEET HDOT, R
L hspFEHOIMm
FEESERTHL
BH 5.




kK

A7 E EEPRAEIR - FEE A W - fabER HAIZE HRPRAER - FEEHE W - fEbRE T
IV L Zh 5 OFEAO MR |RANIEI NS OER O LYRLFH b LYRLVFH Y bol|AFIEI NS OFEFO
by A AV EErEROME NV HFEICIBIF2ELLR FREFTROBREND | F-2REERTHS
ARy B2, HiEEETH S CYP3A4 0. EEZORIER | CYP3A 2 HE T 5 0

ZHET 20T, PHHIC MANBBENNDH D, | T OHICEDINED
LD ZhsoEA DM KElELURL TV | EFHoMTEED LR
FEENSERTHL FOBRICH > T THZED DS,
W5, BEOREZEEICE
LN NS DA M| AHE NS QA D BLLLT, LyRL*E
Z7:VC % ELROBINNS|FEBICBTSERBR Ty MRGOAEE
Eryhrihud KRR 50, #EERTH S CYP3A4 %?é;tiﬁﬁﬁﬁ
FIE IR FHET 20T, HEIC TR LRV ET
Eyr)AFY kb hsnEFOMm vr&1H1E2.5m
CYTIRF REENFET L& L9BHI L,
TYRORA TV Wb NLABRZ Y b NLA Ly b OREIAAIE NS OHAO

E A= DN SN2/ u
AR 2B

N5 OERF O IR
ELROHENH 5.
T HAICE D ERE
DRENH %

KENZZ N5 DA D
FEICBITAERLBR
#EEHRTHH CYP3AS
ZEET HDT, FHRIC
L0 ZhsoEH @I
FRESERT L
BdH b

V77 TFr

V7773 >0 AUC
EROWMENHY. VT
7 7 F v OIFRNER
TEBLTINHEHM,

KA Z N5 DEAD
FRICBIT2EL2RK
#ERTH S CYP3A4
ZHEET HDT. HFAHIC
L0 ZhsDEF I
REENSERTEE
W%,

DI
)L hLILEL-Y b
>

U rFELD AUC E
AOMENDH 5.
Z)YhLILEL Y b
FTEILOMFEE LA
DBZENDPH 5.

KANZZ N o DFEA O
FRICBITAELBR
#EEHRTHH CYP3AS
ZEET 50T, FHHIC
L0 ZheoEHOIMm
FRESERTSIL
BdH 5B

¥ ary

F¥vakroAUC
EROBENH S,

KAENZ Z N5 DEHI D
FFREIC B 5 E7 51
#EERTDH B CYP3AS
ZIHET 50T, HHHIC
KD ZhsoEHOM
FRESERTHE
B b,

AW A

TR Yii Lk
ELROHENHD. b
WNT % > DR A
BT LBENDH 5.
RPUEBIMHAT HE
3. MUNTE L 2EE
HHVIEAE»SH
BB &,

AHENE N5 DEAD
FrigIc B 5 E- 51K
#EERTHH CYP3AS
ZIEETHDT. I
& hnsnFEHOIMm
FRESERITRZL
BdH 5,

PR VAR

U X578y ko AUC
ERO®EFHD . U R
TNy s ORIER
BINEBENDH B,

KHENZZ N5 DFEA O
FEICBITAERLBHR
#EEFRTHH CYP3AS
ZIEET 50T, HEAEIC
L ZhnsnEHoIm
TEESERT S E
WH 5.

ATINVF=T

ZnsoEFOREIER
MHEBINEBENN
Hb. PLEBTHA
THEEIL. 25 DA
DRBZERT S L L
HIo, BEOREREE
BRI L,

KANZZ N 5 DEAD
EeRBERTH 2
CYP3A ZHEJ 5D
T I CheD
EH OMPERES LR
THIENDH B,

JakLrF=7

Zne A ORIEM
MWHERINEBEND
HbH, PEBIHA
T B N6 DA
DEBEZERT L L
BT, BEOKRELHEHE
ICBRT L L,

KA 15 DEAID
-5 RBERTH 5
CYP3A 2 [HET 2D
T ptHICED ZheD
S5 D 1L 0
5 END B

ERDPHERSNDBZ
nNBH 20T, BEOR
RABEHRICBEETSC
Eo

FrHaRBEZETHS
CYP3A Z/HET 5D
T FHEICED Zh s
SEA| O M R EF
TRHIENDH B

TJrr¥=)

Ty I E
ELROBZEWLN D
625)0

AANZ I N 5 DEA D
FICB T 2ELLHMR
#ERTH S CYP3A4
ZHEITS0T, HAEIIC
EhZhsoEAOMR
HPENDZEND D,

DPACwE S5 AN

UN—aFH N> oM
FBESERLZED
WMEPDH B

KENE Z N 5 DEH D
I BT 5 EZ 5
#BEHETH S CYP3AS
ZBET 20T, fHHIC
D hsnEADR
HPEBNDZENDH B,

TAT )

FAT 4 oMb
EEROBEND S,

KANZ Z N 5 DEA D
FFIcB T 2FEL2MK
#HERTHLF b
— L P450 zfHET %
DT, FHICED IS
DA O M E N
RAIBTENDH B,

fqmpiiyaed
IFZILVIARTY
F—J
LRIJLVFA LI
&

IFZNVIANTIF
— LB LR IIF A b
VILVoMHRE LA
WMENH D

AT N5 DEH D
FRIC BT 5 E- 518
WEHETHHF by
— L P450 ZHET %
DT HAICEDINS
OEHF DI TEEH -
AIBEND S,

2V A& Z VR F SR MkE
FEREE
A=A VARE
TYRY T TR

AV AR =)V IR 3 R I
BETREOMPEE L7
D|ENH B,
F 720 R & D KIS
DHENDH 5,

KANEZ N 5 DEA D
FICB T 2ELLMK
#HERTHLF b
— L P450 zfHET %
DT, PHICE D NS
DA O M E N b
RAIHTENDH B,

7571 =Fo AUC
B F RO A R R
HOERORE D H
228

KANZZ N5 DEH D
FREIC B 2ELEHK
HB@ETHHT 0
— L P450 #HE T %
DT, HHICED I h S
DOEAOIMFRED £
RBIBTENDH B,

fLF A

PR AE R D EIE A
HHRITL2BLENND
22,

KANEZ N5 DEA D
FIcB T 2FEL2MK
#HERTHLF b
— L P450 zfHET %
DT, PFHICED NS
DA O M E N
RAIHTENDH B,

DAV PAVN

ITr7ENLD AUC L
F T OV Ifi Hp 35 2~ A
DEEDOHEN B 5P,

AT N5 DEH D
FREIC B 2ELBK
#EEE TH B CYP3A4
KU 2C19 #HET 5
OT. HHEICED A
DOEAOIMFEED £
RBIBTENDH B,




7 79%- Cmax 7% 27%8
MUz D|EN D B,

A% ERRAER - $EEST R WP - fElRE T
FN7rYF=T N7 7 F =T D AUC|RANE I N6 OEA D

JFIcBIT2E2RK
#EHRTH S CYP3A4
KO 2C19 zHET %
DT, HRHICED NS
DEF O MABED L
ATHIENDH B,

YIURAT 7 IR

vyLeryotbH, 71
TF=rOLEROHME
Bd 5,

KAENZTY 70K T 7
INOFEICBITSE
ARHEERTH S
CYP3A4 J% Uf 2C9 %
[HET 2D T, fHHICEK
DY Z7aARRT7 IR
DOIMFBENLERT S
ZEDBH B

*K|THFTTEFR

I hT¥ERNDAUC
7 84%EML 7= & D
EHH %,

KEIRIZ NS VERD
Frs5RHERTHD
CYP3A4 % U 2C9 #
HET 20T, BHAICEK
DI T ERDMA
BENSERT L EN
HBo

F7avF=7

77uavF=7OEH
PR T B BEND D
%o AIRE7L IR D A %=
MOEEEEICEET 5, L
AR ZRET 2E%
ERTAH L,

KA 7avF=7
OR#EEEZTH D
CYP2C19 #HET %
DT BRICEKY 7 70
TFZTOMFEED
FRITBENDH B,

TIMITFY Y
IR TFY v

s OEAOERD
Wi 2B8FnDdH
23)-3),

KA Z N & DA D
R#ZEETHDT, C
N5 OEH O M EE
WERTZIEDH S,

VRTVY

VRITV oMb EE
FROBENDH S,

KENEZ N & DA D
R#ZHEETHDT, C
N5 OEH o I EE
WERTZIEDNH S,

V77T

ARA O MR E DT
T O I 9 S R O
BWODOHEDH B,

V77 Y IEHRH
BRTHBHF I u—
L P450 Z HET B,
T DOFER AAN DR
PEMTZEEZON
%o

ZRE—eH QT Z K. DEHM AFAKUC=ZBIL - HE
(torsade de pointes|id. WIhsd QT EE.
RET) #ERITBEN|DEMM (torsade de
Mo B pointes &) %#Z
TIEND B,
1. 8HERA

ROBERDPH 5 DONDHENHHDT, Bz 71T,
BENROONIHEITIRE 2 HIET 5 7% EWEY) 2 0B 21T

ST &

1.1 EXBEIER
*%11.1.1 YavJ BEEARH), PFIT4S5FY— BEHERH)
vav i, 7T 74 9%y — (WEWRE. HEmE. ¢
&) 2T IENDHH, [8.3. 9.1.1 Z[E]

11.1.2 hEMRIIFFEFAFAE (Toxic Epidermal Necrolysis :
TEN) (BEEAH). RIESRIRAEIRE (Stevens-Johnson fiE
{RES) (BHETHH)

11.1.3 ZRIMEBSEEIREE GAERH)

MHER & LTRIE, BEDA SN, BICFFHERERE, Ut
HfEAR . HIMBRIEMN. FERBKIE R, BEY DOSERHIEEE S
BFEOEELLBBIEREH S DNEIENHLHDT, BRE
FHIATV. DX BERY D 5 b EIcI3RE 2k
L. BUZMEBEZTH>TE. BB E MALRZAT AR 6
(HHV-6) 074V ZAOEERELEES ZEnEL, HE5H
IEB B RE ., FE. FRERESOERPER D 5 VITEBE(L
THIEDNDHEOTERT B &P,

1.1.4 MEEE (GEEAH)

MEEREROE. PLMBREAE. M/MREA . BImERED .
DEELZIMKEENHS5bNAIENDH 5, (8.2 BE]

11.1.5 2UEEBEE (BEEREA)

AEERESZOEELSEESRE SN TV, [8.2 B3]

A

11.1.6 FFEE (BEARH)

BE, FF. IS oW, RS, FAR2SoFERE s
WESNTBD, CNEDEFIDI BEHTICE STl TRE S
NTWb, CNEDORIEE | HIRSE, IaEHE. BE O -
FEREOEEREIZHS M TIER V., KA X 2FEEILEE.
BEFRIEICEVEELTWA, [8.2. 9.3 BE]

11.1.7 SHEE GEEARH)
$EEL. RUBEEZOBRBEENHOSDNEIENH S,

11.1.8 =& (BEERH)
BRBEOWRERENHSDNDIEND S,

11.1.9 @AY D LIAE (BHEARH)
RESTOONTGEICEREEHREL, BEREMESOMEY
BAERITH & (8.2 BE]

11.1.10 DESFA GEEAH). QT ER GEEAH). TEIK (5
FEARHA)

DESE (torsade de pointes Z&ir). QT EE. DEME.
BE7uy 7 . RIREVHSDONDZENH 5. [8.2. 9.1.2 &
]

11.1.11 BB (SHEEREA)

FE, MR IRIREEE, HEOREE (REE) SrR0eNnk
BEICIE, PP IR X MEOMELERE L. KR0S %
FiEg 2L e b, BIBRERILE VRIOBRSE MY 72 ALE
115 T o

11.1.12 {(REEMEXER (BHEREA)
BEERGREFEOEE L RBR (FIEER @ 2. ER. S
OTH) WHobhbsIEndb.

11.2 ZOfthDEIER

1%Ll E 0.1~ 1%k SHEENEH
- AST . ALT o|Al-P. LDH. U|#HH
i JLEro LR
] Iz S b R ¢
ED. L» o< |8, B, #HL
o D, BERAR. NAR. BEEMNE
L BEERAN PR
i
; P HE. FROCh|(® F v, HIER.
- R [E)) R
- BUN.Z L7 F=
= YOER. ZIR
BEAHYTLIME |HILVATH—
o VIE, & hY 2
AR Uy R &
IMAE
. IFERERIEZ . iF
i B>
TEHE. FE B|RE BHE. KE
Z DAt B B85 . BB
R

) ERBAERE 2 &8

13. BE1RS

13.1 IR

1B AEoEEECOBERS (7)LaF Y —)L 1200~
2000mg/H. #OHKE) OEMBETIE. 7LaF V-
1600mg/HIxEHICB VT, FFHEREELEFPA SN,
F7z. 2000mg/ HFEEHNBWT, FREMERES (555l 18
MR, REEEE. AR, EE OR). ZRELCR. o - E
M, FFREEEE LRSS AN EOMENH BV,

13.1.2 7)Lva+ v —) 8200mg BOEHE, IR, ZETHO
TR H 501, 48 REORBBEPTON R, ERIZE
BLIEO|ED DD, (BREXH)

13.2 W&
3RO MAEENTICE D K 50%PME L VRESNZ, T
aFV =ik, KESPE,SHREE NS,

14. BRALOZEE

14.1 EHIZMEOES
PTP @ZDEANI PTP > — 2 6WMO B LTIRAT 5L 5%
BY9BHI &, PTP ¥ — hORBREIC KD\ BRI BB



ARIA L. IS EB I L THERRAREOEE LS IE%E
HETLIEDPH 5,

16. ZHEHRE

16.1 MEE

16.1.1 BEERRA
EEBAIC7 V3 )V —)L 50mg X1 100mg = BEFREO#E Lz Ha
OFEMEFFREOHEB IIRKITR L EB D T HEICHHI L - miEFE
ErEon, BRMFEFEE (Cna) 32121 0.92 KU 1.88 ug/mL
ThHoTzo el RETERE (Toa) & BERES5T1.4~1.7
BETH O MEFFEREEETIEVINORETHH 30 BRTH - 72,
T AT = )VETHLE D 5 ORI BN, AUC IZEIRANIRS OB E
EEPIL T oo Fo  BABE 261IC7 L3V —)L 400mg % 1 H 1
[\ 31 HEREO®REG L L 20MERREIRRS 5 HE S TREMNICE
U, DEEEREOK 3EIE LD, DIBEIEFREE 25 2 &0
5N TV B4
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16.1.2 EYFHEIS R

(WaFY—=IbATEI 50mg [JG]
TNaAFJ—=LHh TN 50mg [JG] &V 77> H7+E)L 50mg %
THAF—=N=EIZEDZFNZEN2H TN (7LaAFV—LELT
100mg) BFEMABEICHEAEREHRORS LCmiER7)Lary — )L
ERBEL, BoN-EMEEE/ST X —% (AUC. Cmax) 122WVT 90%
(EREDX A I CHEBTARIT 217 - 7o /5 5R. log (0.80) ~log (1.25) i
BENTH D . MHOEMENRSESERSND,

(ug/mL)

—o— 7L aF V=LA FEIL50mg [JG]
—o— V7Y H T EIIL50mg
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5% 0 R (hr)
SR BIHE)S T X — %
HTE)NT A =5 BENTA—F
AUCo-72 Crax Tmax T2
(pg - hr/mL) (prg/mL) (hr) (hr)

INAFI—=NHT
L 50mg (]G]

DINKhYh TN
50mg

80.94+11.60 | 2.40%0.31 2.1+0.6 35.7+5.4

82.95+8.80 | 2.34+0.20 2.1+0.5 35.2+5.1

(Mean+S.D., n=20)

IMEEFEEI N AUC, Cmax HD/$T X — 13, #EEHOER, (KD
BREN[EY - RS ORBEMHIC I > TEL BTN H 5.
(ZIaFY—=ILhT &L 100mg [JG])

TNAF = A TR 100mg [JG] £V 7 A > 57 )L 100mg % .
JURAF—N=FFILEDZEFNZN ]I HTEL (7LaFJ—=)LELT
100mg) EEABEICHEEBERZORS LclmsEh7Lary — g
ExBEL. BonEMHE/CT X —% (AUC, Cmax) 12D2WVT 90%
B EEICCREMRT 21T 5 72462, log (0.80) ~log (1.25) 0#
FENTH D . WAIOEMFENRSEESHER SN2,

—o— 7)LaF V=) 7L 100mg [JG]
—o— V7NV A VAT 100mg
mean®S.D., n=18
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024 8 12 24 48 72
B 51% DR (hr)
ERYBREIS T X — 4
HTEIST A—% SENRT A=Y
AUCo-72 Crax Tmax T2
(pg - hr/mL) (e g/mL) (hr) (hr)

TINAF—=VhT
)L 100mg (]G

DINKh AT
100mg

76.04£11.55| 2.23%£0.26 2.1+£0.4 | 38.1+12.3

76.52£11.88| 2.26%0.24 2.1£0.5 40.6+7.6

(Mean+S.D., n=18)

MEEFEEN N AUC, Crax Z0/55 X —# 13, #EHOBIR, FkoD
AU - B ORBEGIC K > TR LTHEESDH 5,

16.3 93

16.3.1 #EWABEIT
TN AFV =V OROFREIC LD BEOWERF, M. fa RO
DUWRAD BIF BT AR SNz BT O 7))L aF ) — LEEIR
MiEFEED 60~80%TdH - 794,

16.3.2 EEHREEER
TNAFV =Dk MIEEEICHT SR B LEYIcHE L T
E<. $10%TH o720,

16.4 {38
7 aF =)L 100mg %t MIROFSG LzFa, RPER#EmE LT
. 2. &MU TV = LBDTRLICRD SNT. BERBOKN 77%7 73
TV —URZE(RE UCRFICHR S N0, [9.8 BHE]

16.5 HEtt
EEBAIC7 V3 F =)L 50, 100mg % HEFREOZSE Lz & EDRB 7
LaFV - VEEEEIZ. ZnFN 12.4, 38.7 ug/mL (%54 8 ik
DIW) 12 LTe F72, 5 5 HE F COREAORFIRRIT VTN
ORARICBLWTHH 70%TH - 724, [9.8 BE]

17. BRRAE

17.1 BMMERURESEICET B5HER
(AVYIBRUIVFINIVHRABICIZBRE (EEME. FIRSFEE
iE. HILEERE. RIBEEE. SEHEEN))

17.1.1 ERERRER

FIFRE OB R TId 7 L3y — L& SREFEHEREICEORE L,
BNTHBRDRPEO NI,

Yl EESIES
e R4 BRI/
1> Y IME 4/4
Ny YN - RESER 22
o hy VY RE 7/7
nr IR VTR - ELER 12/12
Z DAt 1/1
AEt 26/26 (100.0%)
79U N3y h AR 2/3
ZUF Ty HRE Wiz )73y h ARE 6/9
AEt 8/12 (66.7%)

(BRBI=E+H%D)

PSR OREEEEEICH T 2HARBRICB T 2EBEAHMRII.
Candida J& T\&. C.albicansl8 #. C.tropicalisA %132 FHK L.
Candida & DEKFEIL 95.7% (22/23) TH -7z, Cryptococcus
neoformanss HIE & CHE L 7404950,

GEMEHARSHEEE IC BT 2 R EEEEED T

17.1.2 SAEERREER
BHMERE 357 Bl gIC B AHBRICBVW T, 7)LaF Y- (B
TRIVIISENER) & LT 400mg % 1 H | EHROSUSEIRN RS L7 B
TIFHARKINE 13 58.7% (105/179 fl). 7T RS TIE TR
BIE 69.5% (123/177 fil) Td -7,
E) FHAKD 25 EEEEE (proven) KU &LV
(suspected) %z FRHEDARINE Lz,

(MY VIRICERT BERMUSZIER)

17.1.3 ERSEMEEER
HrIVTRBICERT 2ERAKONBEREBEZNRICT7VaF T — )L
150mg # BEFEOK%S U EAERRRERICB LT, 5 28 HOKAFHE
BT BEMERILT4.7% (74/99 i) TH-o7z.



BHEZENHRICOVTIE. RN—2AF54 VOEEBETRES N
Candida |& 104 %D > 5. % 28 HICIEK L7/ & C.albicans T
84/100 #k. C.glabrata T 1/1 ¥k, C.parapsilosis T 2/2 #. Candida
spp T O/1 #ETH V. Candida BIZxT 2IHKHIE 85.9% (85/99 i)
TH-7,

BRRZDR . EEEAIRIR K O &

R RED R HHARYZR AT
R HER EERIES
(%) (%) (%)
% 28H 81.6 85.9 74.7

ERRE (BER) R OBIE/ 16 & I &\ O EFHHIE < 100

THER L HROBIE/HER RO EEHHIE X 100

HihE B (KRR Nal] »OEEZR [EE]) OB/ A% & BHoait
%< 100

BIfEF SRR EERE A 7.6% (12/157 fl) XD 6N, Fiad
DiE. THI1.9% (3/157 ffl) . Flv 1.9% (3/157 fil) Tdp 7%,

18. ZEFIE

18.1 AR
TNAFV - VIEEMEO 14-a-F ) AT E—LOBXF ULICES
T5F b u—24P450 ZEE L. BRSO TV TAT O — VEGRET
Hl9 5 LICKDIMEREERET T o, EROBRIEEFHERUES
BEEHOVT NI L TOHEENH 2R, 7LIFV—LoT)LT
A7 u— VAEGKEEERIIEEIGERNT, 7y MNF#lETOZ 71—
IVEBRICRTT 2B D751,

18.2 MEEIEA

18.21 7 Vv a3+ Yy =Lk, # ¥ Y ¥EOD Candida albicans -
C.parapsilosis . C.tropicalis . KO 27V S a3 v 1 ABD
Cryptococcus neoformans & Cr.gattii \oxt U in vitro fLERE E %
RSP, 2B, C.glabrata & C.guilliermondils 7 )V 3+ —)LIZktd
HESESBRNERNICH O £z Cohkrusei 7 )V —)zxt Uit
WAERRT. C.aurs|d7 )3+ =it LTtz RT & o®mED
%656),57)0
Ny DFBEROZ )T 3y A ZARICHT 5B/ EEHLEEE (MIC)
WETREOEBYTH 755,

F PR T BERR IO S B LB IS

MIC (ug/mL)
W (FH)

] 50% 90%
Candida albicans (333) =0.031~16 0.25 1
Candida glabrata (107) 0.25~>64 16 32
Candida tropicalis (46) 0.5~>64 4 8
Candlida parapsilosis (27) 0.25~4 1 2
Candida krusei (14) 32~>64 64 >64
Cryptococcus neoformans (3) 4 - -

MIC #7E1%. 0.165M MOPS % U* 10N NaOH 2T pH7.0 IZ3#%& L 7= RPIMI1640
it 2 O MERARTRIEIC K 2,

18.2.2 HY VFBRGZY T Ay h ABOREEREZH W\ - <7 2 EY
BHISEERIC B VT, 73 F V= LIERERDA I 5 — LR EEA & D
HERVEIRZR L 725960,

19. BRSICEBT 2BEFHFR

—f% : 735 =)L (Fluconazole)

{b24 : 2-(2,4-Difluorophenyl)-1,3-bis(1 #-1,2,4-triazol-1-
yl)propan-2-ol

313 1 CiaH12F2NeO

F1& :306.27

% R aE~HEOEOEREEOH K TH S,
IH =) (99.5) IZRREIFLT . AKITBEBFIT W,
FIERRICET 5,
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22. %

(W3AFY—IhFEI 50mg [JG])
20 717l [10 17 (PTP) X2]

(FIAFY—=ILATEI 100mg [JG])
50 47k [10 7%l (PTP) x5]
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