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]
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e # 4« Fluconazole

AFAEHH :20134E 7 H 22 H
SHAMILVEI S, - 2014 4E 6 A 20 H
FEEEAH 2014426 H 20 H
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DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
MFE#EEEE2013) 1B W T, PDF7 7 A MIC X A E TR CORMEEZ LR L LTV 5, [HH
ZRIFT DAL, BAEALSHEIBI L CRIAT2 Z EBNEAITH 5,
A EARDIFIZ OV TR, &35 R A TS O = 3K 5 PR A 1 AR IR — A — 2 fgidlk
LTI E SN TN D,
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PRI SRIH AR AR — A R— Y TR T 5,
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EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,
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I. BEICEY SEE
1. BIsOEE
KAWL, 70T — )V EATISY L3 D BB TR T 5.

Tnaf = NVRATHDL [T va)fy 750 KON 7 vady g 720100 17,
~ b SRRSO B R EIR L & U CBR 2 Ml U, SIS R ORRBR L2300, ZEMERER,
AW RV MR ER 2 520 L, 2003 4F 10 A 22 HIZ&AZRZ S, 2003 4E 11 A 14 H I HRAmIY
#H S, 2003412 A 1 BICHETHRSHNBEEEBtE Lz,  (EIREF 481 5 (PR 11
40 8H) ITHSXEBHE

200944 H 23 B, 7zt —VBRIOFEEE EORRE - SR LK OHIE - HEO—HHIER
22T (FRIEEFEE 0423001 5 (P 21 -4 A 23 H) ) OIS, BhEE T2
Es [ T2V RE] DS, HIELROCHEND [7 ALV RE | DHEIFRS L,
2009 4 6 A 1 Hiov /L a 3R StE, A2 HELY 7 —~HRSHhiIcEET L,

201243 H 13 H, [EMmesiiaiEBE 128 AREMEREIED L] ORhEEIIzhE, H
EROHEBINOAZRE 15T,

201246 H 1 H, BELY 7 —~HXStT B ETHEASHICE s, BUERFEAZEN B
BE TR STk < -,

20134F 7 H 22 H, EFRFSBIIEOTORTAE [T VvaFy 7L 5b60] e [71a
T =N AT B0mgl HEET ), [7 43y 7N 100) 76 [7aTy —Ld
7N 100mgl HEE T | IZEEORKGRZFFT, 201446 H 20 H bR E LT,

2015410 H 21 H, [h X BICERT DR L OSMNEER ] OBREXIIZIE, HIEED
A EBINOETE AT,

2. HA0RERFEN - WAFHRYE

(1) BANL, ZraF Yy —AE2G LT DREEEREIERRAITH 5,

(2) PTP v — MIE Yy Far ba—AZz{T, 17BN LIClnd, aReFR LI,

(3) ERAEWER BEERH) L LT, vavy, 77 4 7% —, higthE R RfRIE (Toxic
Epidermal Necrolysis : TEN) , SEREIRIEWRE (Stevens - Johnson JEBEHE) , FEAIMEE
MUEREGRE, Mk, SRS, IR, ERkiEE, K, &) v AIE, DS,
QT iER, AR, BN, BIEMERGR DS HRE STV D,



I. A%ICEEd $EE
1. R34
(1) M4
T — ) h 7L 50mgl HIE T |
vt —)L 7 100mgl B IE L)
(2) #4
Fluconazole
(3) AMDHEE
— R4 LY
2. —#4
(1) M& (@aE)
Z)vaF Y — (JAN)
(2) ¥4 (@ak)
Fluconazole (JAN)
(3) RTL
2 aF Y — L RPIERESK © -conazole
3. BEXNITRER

Nﬁﬁ:ﬁ‘\_N HO N/N
KN/ \/N

4. FRRUSFE
5712 CisH12FaN6O
& 306.27
5. L4 (k)
2-(2,4-Difluorophenyl)-1,3-bis(1 4 -1,2,4-triazol-1-y)propan-2-ol (TUPAC)
6. BR4, A4, KBS RBEES
&5 : FLCZ
7. CAS BHRES
86386-73-4



m. B3 I<EY SRE
1. PER{EEMIMEE
(1) 4 - R
HE~EHBAAOREEOM R TH L, (DT DITFRERIZBVRH Y, RITHEN, )
(2) BfEHE
TH =)L (99.5) ITRRHEITT L, AKITEETFIT v,
AT B,
(3) WiEH
MEE R L
(4) @R (2R , BR, BER
fle 0 137~141°C
(5) BAIGEMHTER
M EE R L
(6) HEFRE
M EE R L
(7) TOtDELRIEE
MEE R L
2. AYHIOBEEHTICETHARES
MEE R L
3. AR OEREERE
(1) RAtEsOs
R EAIREBIED L, T4 3y FRKEMZ 5 & &, RRAOWEEAEL 5,
(2) AT LR E TS
KD « A5 ) — VAR D EWIN AT MVERIE L, RED AT h L&A,
DBPARY MVEHIT 5 L&, WHEDART NUVIRIEED & Z AIZFRFEOIEE O
NGB D,
(3) TROMBIL AR B AVHIER
BAL A U 7 AEERNEIC X D RBREITV, RO AT MV ERFOBIBASY bV g
D&, WMEDANRYT FIVTFE—EED & Z AIZFERROTRE DWIN A58 %,
4. BMESDEES
BN A E
A 2 KRS, BRI L, IRIERIR CME T 5,



V. 8AICE9 518H

1. Fife
(1) FliORXA, SHERUHER
4 TNaFY =N d 7'V 50mgl HIET) | 73y —7 7 &/ 100mgl A& 1)
b:ilbiZ fE 5 7B ILH
= =R Ay AN
2 (D | @ ) ( Q) @) )
Qiz 746 | 746 747 747
R X 4 B5Hh 7w 3 5h T
e — R @ 746 @ 747
(2) #HEIOYH

( NIV, 4. BFIOFFERM IR 2L ENE OHZM)

(3) #@HIa—F

(v, 1. ) AR, AMELEOPERR) OESH)
(4) pH, BEXL, #E, LE, BREOBRUREN pH BE

Y ERe L
2. WF|IOMERK
(1) DS GRS DE=
W40 TNaFy =N d 7'V 50mgl HIET) | ZvaF Y — 7 7 &/ 100mgl H & 1)
Y 17k 17k
A Z)a) v —/ 50mg 7)) —/ 100mg
KT, vUERaLT Ty, AT | WHKFY, vYoERaLT Ty, AT
I TV VB~ T X UL, T U | T Vi~ 32T h, 70 U VEGRET -
» YA, BtFHL, BT Uwa, BtFHL, it 3 B, 5
=, BoF
(2) &Y
(TIV. 2. () A5y (EMERSY) OEE] OIESR)
(3) Z0ith
M EIEEE e L

Y LR

. AR, LAOSBIEICHT HER




4. WHOBEEHTICETIRERE"

(1) IEHER
OT7Naty— 7' 50mg THET  IdERER (40°C, 75%RH) [HofkaiEwEre (PTP
%) ]
W EE H 0y R PRI
<H > BRAAEE 1% A 3% H 6 % H
JEEIN FLU50C-1
ST G ON LN S A S RN FLU50C-2 WA WA bRy A
HH 7> FLU50C-3
HesR TR FLU50C-1
(LB, S5 IR YEEENIE | FLUS0C-2 WA bRy bRy bRy
[ES) FLU50C-3
VSHITE (%) FLU50C-1 94.1~ 99.2 101.7~103.4 102.2~103.4 98.0~101.3
<9045, 80%LLE> FLU50C-2 97.7~ 99.1 100.4~101.0 101.7~101.9 101.0~102.0
FLU50C-3 | 101.8~102.3 95.2~ 99.1 103.2~103.5 98.3~102.9
SE (%) * FLU50C-1 | 101.1~101.7 100.2~100.5 100.4~100.6 100.6~101.1
©93.0~107 0% > FLU50C-2 | 100.0~100.2 100.3~100.4 100.6~101.2 98.0~ 98.4
FLU50C-3 | 100.9~102.1 99.6~100.4 100.3~100.6 97.5~ 99.5
X FrREICHTEEAEE (%)
OT7NaF = 7EN100mg THET]  IERER (40°C, 75%RH) [Hi&aiEFE (PTP
RN
WEEE Oy R PRI
<HHE > BHARHE 1% H 3% A 6% A
JEEIN FLU100C-1
< BHER K OMAER AL FLU100C-2 WA BREy BREy BREy
iy @@ﬁ%ﬁ%&zvﬁb FLU100C-3
fiferEsR FLU100C-1
(LB, SRS PTHRIYEEERIE | FLU100C-2 e BREy BREy BREy
%) FLU100C-3
it (0 FLUI00C2| 849857 | 9981016 | 904~1004 | 862500
<90 %y, T0%LAL> : ‘ ‘ ‘ ‘ : ‘ ‘
FLU100C-3| 82.3~83.8 100.1~101.2 96.7~ 97.2 84.8~87.4
SR (%) ¥ FLU100C-1| 100.4~102.4 99.3~100.0 100.3~100.6 98.7~99.0
©93.0~107.0% > FLU100C-2| 99.8~100.3 99.3~ 99.6 99.8~100.6 98.2~98.3
FLU100C-3| 98.7~100.0 98.2~ 98.9 98.6~ 99.9 97.4~99.3

¥ FORBEICHTHEAR (%)



(2) MEAZDREMEHER

AR SR : 2008/2/12~2003/5/12

O7N=F /=N T L 100mg THIET) M@l 40°C DY, KEAR]
AERTEH =V LRATHR
<H > T BRAhE 2 i 15 H 2 % A 3% A
TN AK330 W WED | 2NN ED | NN ED | EWNEWNED | DT nEao
<EVRWAORES 7V > WTCNAN | ITRNA | ITRNA | ITRAA | T EA
WHYE (%) n=3
<9045, TO%LLL> AKS330 | 94.0~99.0 | 92.5~96.4 | 77.9~859 | 80.4~95.1 | 99.8~100.8
G (%) ¥ n=2
<93.0~107.0%> AK330 98.7 96.7 98.4 99.6 101.5
¥ BTREIIHTIEAEER (%)
OT7NaFY =7 100mg [HET] Mok 25°C - 75%RH [, Bk
BRI H =RV TRAFHAR
<HHE > HE BH AR 2 1 1% H 2% A 3% A
Pk AK330 FWFEWED | 20 NED | PN WD | WV WNED | PR nEao
<T2NWTEWB DR A 7 VA > B 7' ILH| B 7' ILH| 1 7 LA 1 LA 1 LA
WM (%) n=3
<9045, TO%LLE> AK330 | 94.0~99.0 | 93.6~105.2 | 94.7~95.7 | 92.7~98.3 | 93.9~97.0
a8 (%) ¥ n=2
£98.0107.0% > AK330 98.7 98.5 100.3 101.5 98.8
X FrREICHTEEAEE (%)
OT7NaFy —)A 7N 100mg [RET]  Hode =R, Bon h-Va7y7 T 9 ]
AERTEH =V Fag
<HiK> F BH R 30 5 Lx-hr 60 5 Lx-hr 120 5 Lx-hr
PR AK330 AV AYEA) VARV EN) AV AN EN) VARV N}
<EVRWEORA TRV > T 7K H T VA A 7Vl 77 VA
WP (%) n=3
<9043, TO%LLL> AK330 94.0~99.0 96.2~101.0 89.3~91.2 88.7~96.1
G (%) ¥ n=2
<93.0~107.0%> AK330 98.7 100.0 99.3 99.3

X FRBISHT S EAER (%)




7

. AERUBREDREN
L2

. HFEIEOREEL (WEEENEIL)
Y LR
B

(1) BHBE

Z)va =7 50mgl BHIEE L N7 v aF > —)v 721 100mgl HE L 1%, AR
R HEERLSRICED N7 /Vva ) — b7 &/L (50mg B 7/, 100mg H 7+

V) OEHEHIGEE L TWD Z ENHRIN TN D,

GRERIEIZK900mLA FHVY, 7S K/WEIZ K 0 50rpm TRRBR A 1T 9)

TAH RS
E NN JRERER R
50mg 90 4> 80%LA
100mg 90 4> 70%L1 L

(2) BHEAR>

<Z)Nat—h7E 50mgl HIEL ] >
BIREIRL O AL RIENERBR T A BT A L EDO—EIEIZSWT (1345 A 31 H
I TEER 786 77)

AR

i BASER T BRHEERE S MWk
[AIEE % ORBRIE « 50rpm (pH1.2, pH4.0, pH6.8, 7k) , 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) T, FEAERIFIONIGEEHERDS 60% M Y 85% 1T 2 B U\ T, A

DEJE AR AR HERGR D VTR AR £ 15% DHEEFHIZ &> > T,

- pH4.0 (50rpm) T, FEAERIFIONIGEEHERDY 40% % O 85% 1T 2 B UV T, A

DEJE AR AR HERGR D VTR =R &= 15% DHFEFHIZ &> > T,

- pH6.8 (50rpm) Ti, AEAERLAIO SN 40% K% Y 85%FiE D 2 IRFRIZHB VT, ARih

DEJE AR IARHERGR D VTR =R &= 15% DHFEFHIZ &> > T,

- /K (50rpm) TIZE, FEUERIFID SRR 40% M O 85%FTUT D 2 BE SV T, ARGLD

R SR AR HERGR D P R £ 15% DOFEIAIC B> > 72,

- pH4.0 (100rpm) TiZ, AEAERIFIONPEEHZED 60% & O 85%Fir D 2 KE Il T, K

D T SR BRI AT 16 & 15% OREIAIC B> 72,

VLE, AEnOvaHZeEh 2 FEERA & ik L2, 2 TOMBIRICEWT,  MREERGOAL
WEREVRR T A BT A ) OHEREEIES LT,



(A HH )

H1.2 (50rpm

B (%) pH1.2. (50rpm)
—o— {ZAEWH| (HTILE|, 50mg)

100 —e—JLaFJ—Lh FL50meg (HEL]

0 5 10 15 20

A (%) pH4.0 (50rpm)

—O—ZHAH| (H THILH] 50mg)
—e—J)LaFJ—)Lh TH)L50mg TBET]

0 10 20 30 40 50 60 70
B (53) B (53)
B (%) pHE. 8 (50rpm) B (%) K (50rpm)
—o— B#MHF| (H TL#F, 50mg) 100 —o—EHEMK| (H THILHFI, 50mg)
100 —— J)LaFV—ILhTLE0mg THETL) —— J)LaFJV—ILh Tt)Lb0mg TEETL]
80 80

60
)
20

0 [ L L L L L O [ i N N | |
0 10 20 30 40 50 0 10 20 30 40 50
B () B ()
BHE (%) pH4. 0 (100rpm)
100
80
60
40 —o— BAEME (HTILF, ong)
20 —e— J)LaFJ—Lh T IL50ng TBET)
0 & L L L L L _
0 10 20 30 40 50 (n=12)
B ()

<7nNaFy—nd 7 100mgl HE T >

BRI EIE L DRI RIS T A R T A EO—Eek B>\ T Bk 1345 H 31 H
=3RRI 786 )

E St

E

- BAIER

WHRBRE S Rvik

[Al#R% M OGRBRIE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) Ti, AEAERLE|O SN 60% & Y 85% 1T 2 RFRIZHBWT, AR
D -V A SR | A B O SR ISR &= 15% D FPHIC 8 o 72,

- pH5.0 (50rpm) TiX, FEAERGAIONEEIEEHEDN 40% MK O 85% L 2 FFAIZI\W\ T,

DN R TRV ERA D R 3 £ 15% DRI & o 72,
- pH6.8 (50rpm) Tix, FEAERIFIONEEEHIRDY 40% % O 85% I D 2 FERIZIVT, Adh
DR 3R TRV ERA D R 3R £ 15% DEFRIZ o 72,
- K (50rpm) TiE, FEAERIKIOFEIRHZRD 40% & Y 85% T D 2 B SIZ BT, A0
SPERETEES HH SR A E R DA IR &= 15% D& IC B> o 7,
- pH5.0 (100rpm) ~Ci¥, FEAERIAIDIELEEE D 40% M O 85%HE D 2 Rf R\ T, K
fit D Y5 SR TATEE R D SEJES =R £ 15% DFEFAIC B o 7,

LIk, ARahofsHzssh 2 AR HERA & bl L7/ 2R, 2 TORBRIRIZB N T,

WEHIRI SRR AT A R T A ) OHEREEITES LTz,

ZNTH

K3 (E= STk



10.

11.

12.

13.

14.

(Fa HH i)

S (%) pH1.2 (50rpm)

—o— 1ZHRH| (H TILFI 100mg)
—e— J)LaFVJ—)LH TIL100mg TEET)

pH5.0 (50rpm)

BHE (%)

100

80 80
60 60
40 40
—o— {RHEHH| (H TwILHI, 100mg)
20 2 —e— T aFY— A TEAI00mg TRET)
0 . . . 0 . . . . .
0 10 20 30 0 30 60 90 120 150
B (49) B (53)
pH6. 8 (50rpm)
45 (%) L (96) 7K (50rpm)

—Oo—1ZHMF| (H THILHE], 100mg)

—Oo—1ZHBF| (H THILHE|, 100mg)

100 —— J)LaFV—)LAHTI100mg TAET 100 ——J)LaFJ—IhTEN100mg THET)
80 80
60 60
40 40
20 20
0e : : : : oe : ; ; ; ; ;
0 30 60 90 120 0 15 30 45 60 75 90
B fE (93) BEfE (93)
A (06) pH5.0 (100rpm)
100
80
60
40

—Oo—1RHEME| (H THILF|, 100mg)

20 —e— JLaFV—LH TL100me TAET ]
‘

0 20 40 60 80
B (5)

. EYFRRERE

BARPANA

. BEIR ORI S OB

FRON AT S B E i

ARENZHER « A2 ) = ViRZ INATHRICHOE, WA MVERES D & &, Bk 259

~263nm &N 265~269nm (2N DR 2773,
HAPOENES DEES:
Wik o~ s75 74—

Frigs

SEAOEI R

BENFE - MKEEE T N U oA, K, Bifg, AX/—, T bh=FUIVEHR

Wl i

Y LR
BAY HRHEMED H 5 RMY
AR L
AR DELESR - SEIRHRLEERICET 1R
Y LR

Z it

Briz7z L




V. AEICEEY 5ER

1. ZIREX LR

7\7:/“/57@&0& U 70 ]\ s /j])(@&:ié‘lq‘gaﬁggéﬁ

HEME, MRSEEE, HUEHERE, IREEEE, HERE
SRR |51 5 BN EEE O T

12X JBITHEER T 5 JEARE K OV
. AERUVHAE

BA

HODHEE B, WA X7 a)y—n e LT50~100mg % 1 A 1 R O#&% 575,
HYFTPAVHRIE  @E, RAICIZZ L3y —L e LT 50~200mg # 1 H 1 [E#EA#%5
T 5,

7%, HEXITEHAMEEEBYYEOLAICIE, 1 HEE LT400mg F THETE %,
EMHHRBERECS T IREMREFED P : AIZIE, 7= F Y —/ & LT 400mg
71 H 1ERARLET D,

AP HRICSERT A RUSNERES - m, Az 7 vty — b LT 150mg % 1
Bk &GS %,
INR
HOSHE EE, NAIETLa Yy — Ll LT 3mgkg & 1 H 1 ERAKST 5,
VA o = ‘ijZJI'E W, NEICEZva Y — e LT 3~6mgkg # 1 H 1 [HRA#KS
T %,

72k, HUE XITEHAMEEFEEYYE DA, 1H$kbfmm%gif METX 5,
ENRRaBEREICE T H5FREEREED TR - /NAclE, 7rva) Yy — b LT 12mgkg
71 H 1ERARLET D,

7ok, BEOWREIIS L CHEERET 5,

72720, 1 H&EE L T400mg #2722 &,
WER

A% 14 B TOFERIZE, 7raty—uE LONRERCHELS 72 FFREICERET 5,
A% 15 AU OFTERIZIE, 7vaty—ue LONRER CHEL 48 FFmEIC&R G 5,

<Ri% - AECEEY SFERLDFEE>
15 M SRR B B DIRIEVEE EIE D TES -
(1) GFHERMEN TRINDE BRI OEGEMGT 2 Z ENEE LU,
(2) HFHEREDY 1000/mm3 28 %2 Conn 7 BREG 325 2 ENEE Luy,
T2 VB RITHEIR T 2 R K O pafE 2%
AN ONRHE TR G% 4~T B B2 BRIATV, RDFRO IR WEEITIE, Mo 3EHA
DPGHHAT 2 I L e g 52175 Z &
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3. BERERHAE
(1) BERT—2/19 5=
LR L
(2) ERER#ER
LR L
(3) ERERFEEHER
LR L
(4) BRI
AR L
(5) HREIMEER
1) EELLEATRERGHER
LR L
2) HEHER
LR L
3) REeHUHR
LR L
4) BE - WERIRER
LR L
(6) AEIEA
1) EARERE - FEEARERE (FHRE) - RERFTERERGER (TREERKRSER)
LR L
2) AB&EHL LTREFPEONAEXILEE L I-EHROBE
AN

11



VI. EFEEICET SER
1. EBZFRICEEH S LEYMRITILEYME
N T — VARG (4 NT a2y — %)
A I X —NRIEEY (R a7V — %)
2. FEBE#KH
(1) {EFRLRL - EFRAMF"
T )V RPTEREEE T, BEEMEED ERSTH D T RAT v— L OER A E UEREE
BEES A, MEAEFEILT 2 A7 0 —/L Clda i A FIULBEEDILETH 5,
(2) EWNZEEMTHEBREHR
AMER R L
(3) AT - Frfim
AMER R L

12



VI. EWENREIZEET SEE
1. mPREDOHR - REE
(1) amtHzhimeiReE
RMER R L
(2) mEMmMPREDERRH

( TVIL 1. (3) FGAARABR CHER SN-IMLPEE | DIESR)

(3) BERERTHEIA-OPREY
<7)aFy—h 7L 50mgl HET ] >
BRER L OAEY) T RIFEERBR T A N
AT 786 )
TNat— A7 A50mgl HEET. | &
TR (ZvaFy—E LT100mg) fi

A ORI HOWT (CER% 13455 H 31 H

ORI 2 7 v A4 —"—IEIZ LD 22 n2 s
YNGRt ke A S IRE SR U R i 7 A (AN

REZNEL, HFoNHWERE T A —% (AUC, Cmax) (O THEaHIFIT 21T - 7o/t R,

WA DA IRI SR DS HERR S T,
CREWNE GRS T A — 4 ]

HENT A—H BHEINT A —H
AUCt Cmax Tmax t1/2
(ug+hr/mL) (ug/mL) (hr) (hr)
Taf— e
50mgl HIET | 74.550+15.706 2.232+0.495 2.3+0.9 33.9+£5.2
TR
(7 AH], 50mg) 72.314+14.850 2.181+0.438 1.5+0.7 36.1+8.5

(g/mL)

2.5

2.0+

104}

EEF A EEE

-0

(2 7 EA¥E., MeantS.D., n=20)

—¢— FATF =L H T N50mg [HIET]

e

~ fEHERLA] (7 7 LAl 50mg)

28 7 ILEE | Mean®S.D., n=20

MAEP RN ONE AUC, Cmax Z0D/X7
DRERENF > TR D ATHENED B B,

7l2
¥l (hr)

A=Z0E, WA OEIR, EROTRIRAEL - RS

13



<7)NatYy =i 7Rl 100mgl HET | >

IR EH L D EHRI SRR T A R T A O — U IEIC>WT CER% 13 45 A 31 H
FEHSEH S 786 )

TN = 7 A100me ! H E L R OEERAI A 7 0 24— =B ZhEhlh
7R (ZvaFy = E LT100mg) FEFERA B IR IR 05 U C iR Z2 bk
BEZAEL, o 3EYERE T 2 —% (AUC, Cmax) (22O CREHIENT 217 - 72 /55,
A DA AR SEME D SRR S Tz,

[HEMHR LR/ ST A — 4 ]

T NT A—H BEINT A —H
AUCt Cmax Tmax t1/2
(ug+hr/mL) (ug/mL) (hr) (hr)
Taf— e
100me! FE T 73.727+18.728 1.889+0.507 4.843.0 34.36+£5.4
TR
(72 AH], 100mg) 71.277+14.534 1.969+0.308 2.8+1.3 33.74+7.3

1 7S, MeantS.D., n=10)
(yg/mL)
2.5
¢ FAIFU =LA TN 100mg [ HIEL]

0
<
1

b KEERIA (77 LA], 100mg)

14 7S Mean®S.D., n=10

=
o
1

EEF R TRE
—
i

=
3
1

0 T T T T T // T T

1 4 8 12 24 48 79
¢ (hr)
MEFHEEIE TN AUC, Cmax %0/87 A — 413, WBEDMR, (KEORIETL - M5
DRERENF > TR D ATHENED B B,

(4) PEE
MR L

(5) BE - 6tRAEOEE
( V. 7. ¥HELEH] OEZH)

(6) BEH (REaL—Y3ay) @Ik YHBLE-EMERRNSIEESHER
MR L

14



2. EWEERII/NDS A —4

(1) B#FAE
MER R L

(2) RILEREFEHK
RMER R L

(8) NMATRLSEY T«
AMER R L

(4) HREEEHK
AMER R L

(5) 9VF7I VR
AMER R L

(6) Z/MER
AMER R L

(7) MFEREEE
AMER R L

3. IR
AMER R L

4. 9

(1) mik-AXEEME&EE
AMER R L

(2) Mm&-RatREr R
( VI 10. #Fhw, PEMm, #RILWF~OEGOHESH)

(3) Bit~DBiTHE
( VI 10. #Fhw, PEMm, RILWF~OEGOHESH)

(4) BEBRA~DBITHE

BRI L

(5) Z0tho#BE~DBITHE
BRI L

5. fK#

(1) KBRS
LR L

(2) K#ICEIE5T HBHR (CYP450 %) D5 FiE
LR L

(3) MELEESHROBERUVZTOEE
LR L

(4) REMOFEOEERULLE
LR L

(5) FEERHYOEERN/NNT A —4
LR L

15



6. HEft

(1) HElEAIR UHER
MR L

(2) Bt
MR L

(3) HEtthiEREE
MR L

7. FSORR—E—ICET S1ER
MR L

8. BNFICKIKRER
( TV 13. &S] OIS

16



VI. £t (ERLEOZFES) (T 3EB

1. BEERBELTDER

YRR L

2. BgRBELZTOER (RAEZREZSD)

[ (ROBEICEBELENI L) ]

(1) ROFEXNEZEGFOBRE : NV TYIA, TAIAZIEAMEE - BRI T - ()
TaELTrFEY Y, Ve RrodxIy, F=Ur, BEVR, TAFTLEL,
HIFGHRAE)L « TATTLENL « RXRZTTE)N, TEL=UE Y, AV APILE L R
REY IV TEL=VEY, aIZvE R, 7arrkvly, v R ( FHEER)
DIHZH)

(2) KA U CORBEUEDBAEEED &b % BFE

(3) WM SUTIEIR L CWD aREMED & 5 B ( Hits, pefm, RILWmF~O&L] OHESH)

3. MEEXIIHRICEET HERLDEEEZTDEA
Y L7

4. AZERUVAEICEET SERLOERE L TOEA
( TV, {BRICEATLHAE ] 2H)

5. EERESRNARLTDER

[EERE (ROBEICITEEICRET S L) )

(1) SEWREUE OB D & 2 BE

(2) BEEodhLEE [MFEENERT DT, HERLZET 52, BEMEEZ ST THEM
THZE, ]

(3) IEEFEOCHLEE MEEZE(ISELZ2L03H D, ]

(4) DERNXITEMERETOH 5B LLEMEN (torsade de pointes #57r) , QT &R, O
EE), BE7ry 7, WIRERHODONDZ b5 ( TERREWEH] OHESH) | ]

(5) Inzz ) reibhofd (TEERQIRKNEE] KO HAEEH] 0BESR)

6. EELERNIRE L TDEHRUVLESE

(1) BEFEOHLBEIHEEGTL2H5E61L, &GN LT F=0 7 U7 7 o ARBRZIT,
B HBEROESMEICHEET 52 &,

(2) RANEUNLT 7D EOPFFICBNT, L7 7 U OERMERL, F LW INR E
AR LTEFIDN S S Tnbd, AFIRGHBICHTE>TE, Ho1rLHTLT 7Y
UIRHOFRELZEEL, UL 7 U EOFRT2581E, e e s e R RHE RO
ha v ART A NOEBAEESCT /2 CEEICE G T2, ( THEER] OESMH)

(3) AFNOEGITEE L e, MikRE, BHEE - ITtkiemd, mhEMEmRESEZ1TO

ZEMLEFE LY,
(4) AFNOTEITEELTIE, 7 VX —REFRE, EYRBUESE I W T Rl2 %2175 2
Eo
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7. HHE{ER

AHNZ, CYP2C9, 2C19 KX 3A4 #PHET S,

(1) BtRARREEZDER

BHRERERALELC L)

FKH4 55 BERAEAR - $IE T ik BEFF - fEBRIA -
NIT YT A MU T YT AOMRBERIC XD M | AFNT Z 45 OFAN O P 31T
(T ) BED E5., (R OE5R M ORI | 2 172 2GR ThHh 5 CYP3A4

EROWED DD,

T ITH I AR
WKk T A -
AT eNT T
U

(7 U7 I UBLAEE)
bt Rz adx 3

TV = VRPTE A% O CYP 3A4 %
PLET DA o LT X I L Dff
FCX v, maas 3 ool hiEE,n
FHEL, mEEESORIERZE 23
BENYED B,

=
(F =V U WilEE)
|

IO OIEAOMAREN EH TS
Z ik, QTIEE, torsade de
pointesZ ¥ HL T LB LNV H 5,

ZEHET 20T, fFAICLY Zhb
DEF DM FFEDS L7 D &
N5,

T AL e

(A _TFF)
BT HEAE )« T A
FFLEN - RTS5T
el

(DA —EAEE)

IS OFEK O M IEREN LTS
ZliZ kY, HIERORIWEANFEH
L, $HEELTIBENARD D,

AHFNX Z 4 6 OFEAF O gz Fs 1
5 E AR THDH CYP3A %
[HEST 20T, pFHICEY Zhso
EAOMABEN LR THZ LN
H5,

TEL=UE
(nrmawr)
FNAFIHE L AR
FYIN-TELZY
=g

(LY L2 AFEEE)

A NFafFS— oIk T
L= 0AUCH PRI 228
DERE STV D,

2IXER
(P 7 AXEw R)

I ZE FOMPERENRE LS LR
THRENNRD D,

A=ty e cll) INZ
(vf&y)
N7 R
(ZY—4)

LA OMAEEN EA L, 1E
FNERT 28211 H 5,

AHFNL Z 4 6 OFA DI 72 5
B:#ETh oD CYP3A4 #PHET DD
T, PEHIZE D 25 0K i
BENERTLZENH D,

(2) GtRAZEE & ZDER

GHREE BHRICEETSC L)

FKH4 55

BRI HECR - I 7 15

B - fapRIA 1

N7y

7o he e URROEE, E LW
INR b5 R OV e m) (6455, &= HHafn,
HEE M, MR, i) oWsEN
bo, ([HEEREAWEE] OHES
)

Trx=hrAV
AT Fa 7z
TN Ta 7

S OHEF O M EE R ORE
N D,

TlLaxy T

tlLaxs7TomPEENERSTS
ZERDH D, AR EMEHFOEZITIX
traxeTokb 2 EHENGH
T BHZ Lk,

AANT Z 6 OFEF O IT 5
T H1EEE TH 5 CYP2CI %[
EFLHOT, HHHICLY 2 b 03K
FlomFREN EFTHZERH
5,
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s

FEHN 4, BRI - (& 51 F Y-« fE RN 1
LK oYL O FERE ER, ROVEM | AT e v X ORI 5 E

R T 2 VA ERRO MR
JERD DWEDR D %

7= DS TH 5 CYP2C9 % [l
+T250T, HHICE D EEREm T
& D B IVIR BRI I i AR
TAHRZLENDD,

HMG - CoAiZTcl%#
=S
TIVINAEZ T

T RIVINRE T
SUNRARF

ZHD OFEAOMFIRED EFT D
ZENDD,

AHFNL 7 WARAEF o DRI BT
5 X DR TH HCYP2C9%
FETHOT, JPHICL Y 73R
2T OMAPREN LRI 52 LN
H5,

AANT Z 6 OFEFN O I1T 5
T H1EEE TH S CYP3A4 %R
EFLHOT, HHHICEY 2 b3
oM FEEN LT 22 035
%

HIANRP

HNANRZEE DM EEN FE L,
M, HFEV, ERENIEELL
=& DWENRH B,

N
HEL .

SHEY TN S OEFN DI FERE EF OIS

Sy B A N5,

AV R

HT T AFEHIEE INHOEAOMAEE EHOBZE
Sy A g nndH s,

b TV huA K%

PUENE RS

v URAFL,
BT AF
Ty RO~ ATV

A A=RNNY/ LY
I aARY

S OHEF O M EE R ORE
NdHb, £, PHHICE D BEEEOR
ERH D,

V77 7T V7 7 7F L DAUC EH OGN H
v, V77 7FOEMNERT AR
FNNH 5,

U b e U R FELDAUCEROBENRH 5,

— < hlLLENL T
r eV

=<kl U R ELDOMmMH
BEEHOBENRS S,

FHFa v

FxTa Roo AUC EFoHENH
ZDO

RV RT 5

RNV RT Z DR EE A O H
HY, SAARTHOIERNEET S
BENWRSH D, a2 ETOHT DR
X, MANRT X ERESD D WOITEA
ENOHGTH L,

AANT Z 6 OFEFN O F1T 5
T7- iR T HCYP3A4 % B
EFLOT, JRHICLY Zh bR
FlofhEEN ERT252 L0835
Do

A TNF =T

Ju kb F=7

IS DA OEWER NI D
ENRD D, R GTOFHT DERIT,
INHOHEAOWEEZEETDHELD
2, B OREZEEICBIZETHZ L,

AANT Z b O3EA O I 7 HHEE
FTH5H CYP3A #fHETHDT,
BERIC X 0 2B DA I R
NEFRTHZ END D,
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p

FKH4 55

BRI HECR - I 7 15

B - fa bR 1

LoARLEY b

LR L FH o o FAoOH
HERH Y, HEIREORIER RS
LBENDRHD, KEIL VARV XS
v ROBERICH T - TIE, BEFEOIREE
PEEICHZELEZ LT, LR LFY
v NEHORR TS Z &,
B, PFRTIEIILRLFY o b
Z1A1E2.5mge 52 &,

NUARNRHZ Y b

N A NAKy NORIERNHERS
NAHABENNH DT, HEDIREE
HEICBETH L,

AFNL Z A5 DI O 7= 2R
FETHHCYP3AZEST HDT, Of
FHIZ L0 2406 OFEH o if e g
FRILZENH D,

T A=YV 7z H=)VOMPRE EROBZE | AFILZ D ORI O IIT S
nnxdH s, T H1EEETH 5 CYP3A4 %[
YR—m AN UN—a XN ofMfRENEH | FTL50T, fFHICEY Zhb o3k
L7c L OWRERDH D, FIOREPEND Z BB D,
THET4Y TAT 4V OMPRE B O®E | AANX IO OFEF OB 5
N5, T RBELETHLTF F 7 v—2A
(e mpliz s TF =T A T UF L, LR VS| P450 ZFLET 20T, HHICLY

A NV OMHRE FEROWERH D,

VTR = PRFER IR
TE (7 L7 R,
TRy T3 NE)

A VTR =)V PRSE R MPERE T 3o i Hh
E EROBENR S D,
F7=, PRI X DV IRMEOHRENH 5,

NS DOEA|OMmPEREN FRT S
ZENRD D,

> 7Y =F 55 27U = ROAUC k5 KO i
PR OIEE OHRE N H D,
rLF A HAR R R ORITEH N BT 5 8%
nnds,
ST YR TR/ ADAUC B K O PR L | AANT Z 6 OFAOIFgZ 1T 5
P OILE OWMENH 5, T EmEETH S CYP3AL M
rT77oF=7 7 7> F =7 DAUCHT79%, Cmax| N 2C19 ZHESTHDT, HHICEK

M2T%NI LTz & DWMENRBH D,

D S OIEF O M P PEEE N AT
AT ENH A,

VIBaRATZ IR

vy bR, svrF=rok
HOWMEND 5,

AENI> 7 a R A7 7 I RORKIZ
BIs2EL>REERTH
CYP3A4 };(*2C9 #[HET 5D T,
fEACk D 7R RxT7 7 2 Fofl
HIREDN AT 52 03B D,

ToavF=7

T7uF=TOEMBERT SR
TN D D, FIREIRIR Y AA| 2 D3R
TITEFES D, XIIAFN RS 5%
EBETH L,

AFNLT 7 u o F =T OREEEE T
&5 CYP2C19 #[HEFT 50T, f
HIZk v 77 F=7 i
NEATAZERD D,

TINVTFY
JIVNITTFY

IO OEADIEM NIRRT 58T
NBH 5,

RTV

¥ RV DAL FAOWED D D,

AHNT 26 OFEFN O & FHET
HDT, TS OIK O M RN
FRIABRZENDH B,

Vo7yrorey

AR F) 0D 1t P BE AR B OV if Ff i EE
RN OB DRED B D,

V77 e ifEiEEThH LT
k7 v—2 P450 ZiFET 5, Z0D
FES, ARBIOH T 5 L&
Zbid,

—Rfb ek

QT #EE, [LZ=E#E (torsade de
pointes Z&ie) #EZTEBEZNLNH
é@

AEIR O e #EE, Wy
QT JER, LZEHM (torsade de
pointes Z&1e) L Z T2 LB H D,
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8. ElEH

(1) BIEROBE
ARFN A R S D B R SR B AR RE DS AR & 7 A 2 S0 L T/,
(2) EXGEVER EARER HEAH)

1)

2)

vavy, FFI243F— vavy, TH74 7% 0— (WEEE BEmEE <9
FESE) ZEZTZENHDHOT, BEEHSITY, BRENRES bNLSGEICIT &G 2T
1EL, @EEIRMEZITY Z &,

hEMRRIEERAE (Toxic Epidermal Necrolysis : TEN) , REHEIEIRAEMEEE (Stevens
- Johnson FEREE) : PEMERLEBCEAYE, REHEIREGERER S 5bihd ZE0nH 5
DT, ZTOXIIERDH oI HAICITHREZPIE L, BORLEEZITY 2 &,

3) EFMNGBBAERERE - WIWHERE LCRE, BEDAL LN, TICIFEREREE, U

6)

7)

8)

10)

11)

AR, MIMERBEIN, AFREERHEZ, B ooSERHHERSE 20 O B I MO BHEE R BUER 2 H
HONDHZENBHLHDT, BEEZTSIATY, ZO X5 RIERDNSH S b -haiciiks
il L, MERAEEITH &, 2B, B R A% 6 (HHV - 6) DA
NWADFEMALZED T ENEL, BHERILZORE, FE, HEREREESE ORI R
HOLWEBILT 52 LB IO TEETDHZ L,

MEREE - MERERE, JLMmERBUE, fIWasry, Bimekisd, 2 iinsE o EE 7 mikkE
FERHLONDZENHLDOT, EMINTHRE LT O 70 EBIEZ H01ATV, RED
SN AIIIFREAPIE L, WURAEEITH 2L,

SNEEE  CMEEEEOEELREREENHREINTWDLOT, EMICHREZIT O 7
CBIRE ATV, BENRO LNTGEAICII RS 2 IR 5 7 S LE AT 2
Eo

FFRESE : 58, T8, MRV O oWiEIFR, HESE, FARREONEENHRE INTEHEY,
ZHNHOREFIO S BRI CICE STl b ME SN TWD, ZILDOFRIEL 1 A&, 1B
AR, HREOMER - s L OBTEMEXIA 523 TldZe v, AANC X DIFEEILEY, &5+
RIZEVEE LTS, &EIZHTe-> T, BEZ 01TV, BENEO bNGEIC
G AEHRIEL, #ORLEEITH Z L,

BEEE 5L RYERREESZOEREERNH LN ZENHHDT, ZO LD RER
MBD LN GE T E G A2 T ILT 572 8, MUREERTH Z &,

fE8 . R EOMREENRDH LDOND ZENHDHDT, T XD RIERPED DN HA
xR G E RIS 570 L, WURALEEITO Z L,

BAYDLIEE : 55 U AMIERD DD ENRHHDT, BENBD LA
TG AL L, EAREMIESOMY B AT L,

IDESEH, QT ER, AR : L= (torsade de pointes Z5&7r) , QT iR, L=
#h, FRE7u v, BIRERHLLND ZERHLDT, EMMICLERBRELZITY 2L
BlZE 04T, BEREO NS AIIEEETIL L, @URAEEZITO Z L,
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<DailyMed (USA) , 2023 4F 5 H k>

4 K [E]

Stt4 ANI Pharmaceuticals, Inc.
HRoe4 FLUCONAZOLE tablet
A% - Bk | 50mg, 100mg
INDICATIONS AND USAGE

Fluconazole Tablets USP are indicated for the treatment of:

1.Vaginal candidiasis (vaginal yeast infections due to Candida).

2.0ropharyngeal and esophageal candidiasis. In open noncomparative studies of relatively small numbers of
patients, Fluconazole Tablets USP were also effective for the treatment of Candida urinary tract infections,
peritonitis, and systemic Candida infections including candidemia, disseminated candidiasis, and pneumonia.

3.Cryptococcal meningitis. Before prescribing Fluconazole Tablets USP for AIDS patients with cryptococcal
meningitis, please see CLINICAL STUDIES section. Studies comparing fluconazole to amphotericin B in
non-HIV infected patients have not been conducted.

Prophylaxis: Fluconazole Tablets USP are also indicated to decrease the incidence of candidiasis in patients
undergoing bone marrow transplantation who receive cytotoxic chemotherapy and/or radiation therapy.

Specimens for fungal culture and other relevant laboratory studies (serology, histopathology) should be obtained
prior to therapy to isolate and identify causative organisms. Therapy may be instituted before the results of the
cultures and other laboratory studies are known; however, once these results become available, anti-infective
therapy should be adjusted accordingly.

DOSAGE AND ADMINISTRATION

Dosage and Administration in Adults

Single Dose

Vaginal candidiasis: The recommended dosage of fluconazole for vaginal candidiasis is 150 mg as a single oral
dose.

Multiple Dose

SINCE ORAL ABSORPTION IS RAPID AND ALMOST COMPLETE, THE DAILY DOSE OF FLUCONAZOLE
IS THE SAME FOR ORAL (TABLETS AND SUSPENSION) AND INTRAVENOUS ADMINISTRATION. In
general, a loading dose of twice the daily dose is recommended on the first day of therapy to result in plasma
concentrations close to steady-state by the second day of therapy.

The daily dose of fluconazole for the treatment of infections other than vaginal candidiasis should be based on the
infecting organism and the patient's response to therapy. Treatment should be continued until clinical parameters
or laboratory tests indicate that active fungal infection has subsided. An inadequate period of treatment may lead
to recurrence of active infection. Patients with AIDS and cryptococcal meningitis or recurrent oropharyngeal
candidiasis usually require maintenance therapy to prevent relapse.

Oropharyngeal candidiasis: The recommended dosage of fluconazole for oropharyngeal candidiasis is 200 mg on
the first day, followed by 100 mg once daily. Clinical evidence of oropharyngeal candidiasis generally resolves
within several days, but treatment should be continued for at least 2 weeks to decrease the likelihood of relapse.

Esophageal candidiasis: The recommended dosage of fluconazole for esophageal candidiasis is 200 mg on the first
day, followed by 100 mg once daily. Doses up to 400 mg/day may be used, based on medical judgment of the
patient's response to therapy. Patients with esophageal candidiasis should be treated for a minimum of three
weeks and for at least two weeks following resolution of symptoms.

Systemic Candida infections: For systemic Candida infections including candidemia, disseminated candidiasis,
and pneumonia, optimal therapeutic dosage and duration of therapy have not been established. In open,
noncomparative studies of small numbers of patients, doses of up to 400 mg daily have been used.

Urinary tract infections and peritonitis: For the treatment of Candida urinary tract infections and peritonitis, daily
doses of 50 to 200 mg have been used in open, noncomparative studies of small numbers of patients.

Cryptococcal meningitis: The recommended dosage for treatment of acute cryptococcal meningitis is 400 mg on the
first day, followed by 200 mg once daily. A dosage of 400 mg once daily may be used, based on medical judgment of
the patient's response to therapy. The recommended duration of treatment for initial therapy of cryptococcal
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meningitis is 10 to 12 weeks after the cerebrospinal fluid becomes culture negative. The recommended dosage of
fluconazole for suppression of relapse of cryptococcal meningitis in patients with AIDS is 200 mg once daily.

Prophylaxis in patients undergoing bone marrow transplantation: The recommended fluconazole daily dosage for
the prevention of candidiasis in patients undergoing bone marrow transplantation is 400 mg, once daily. Patients
who are anticipated to have severe granulocytopenia (less than 500 neutrophils cells/mm3) should start
fluconazole prophylaxis several days before the anticipated onset of neutropenia, and continue for 7 days after the
neutrophil count rises above 1000 cells/mm3.

Dosage and Administration in Children

The following dose equivalency scheme should generally provide equivalent exposure in pediatric and adult
patients:

Pediatric Patients Adults
3 mg/kg 100mg

6 mg/kg 200mg

12* mg/kg 400mg

*Some older children may have clearances similar to that of adults. Absolute doses exceeding 600 mg/day are not
recommended.

Experience with fluconazole in neonates is limited to pharmacokinetic studies in premature newborns. Based on
the prolonged half-life seen in premature newborns (gestational age 26 to 29 weeks), these children, in the first two
weeks of life, should receive the same dosage (mg/kg) as in older children, but administered every 72 hours. After
the first two weeks, these children should be dosed once daily. No information regarding fluconazole
pharmacokinetics in full-term newborns is available.

Oropharyngeal candidiasis: The recommended dosage of fluconazole for oropharyngeal candidiasis in children is 6
mg/kg on the first day, followed by 3 mg/kg once daily. Treatment should be administered for at least 2 weeks to
decrease the likelihood of relapse.

Esophageal candidiasis: For the treatment of esophageal candidiasis, the recommended dosage of fluconazole in
children is 6 mg/kg on the first day, followed by 3 mg/kg once daily. Doses up to 12 mg/kg/day may be used, based
on medical judgment of the patient's response to therapy. Patients with esophageal candidiasis should be treated
for a minimum of three weeks and for at least 2 weeks following the resolution of symptoms.

Systemic Candida infections: For the treatment of candidemia and disseminated Candida infections, daily doses of
6 to 12 mg/kg/day have been used in an open, noncomparative study of a small number of children.

Cryptococcal meningitis: For the treatment of acute cryptococcal meningitis, the recommended dosage is 12 mg/kg
on the first day, followed by 6 mg/kg once daily. A dosage of 12 mg/kg once daily may be used, based on medical
judgment of the patient's response to therapy. The recommended duration of treatment for initial therapy of
cryptococcal meningitis is 10 to 12 weeks after the cerebrospinal fluid becomes culture negative. For suppression of
relapse of cryptococcal meningitis in children with AIDS, the recommended dose of fluconazole is 6 mg/kg once
daily.

Dosage In Patients With Impaired Renal Function

Fluconazole is cleared primarily by renal excretion as unchanged drug. There is no need to adjust single dose
therapy for vaginal candidiasis because of impaired renal function. In patients with impaired renal function who
will receive multiple doses of fluconazole, an initial loading dose of 50 mg to 400 mg should be given. After the
loading dose, the daily dose (according to indication) should be based on the following table:

Creatinine Clearance (mL/min) Recommended Dose (%)
>50 100
<50 (no dialysis) 50
Hemodialysis 100% after each hemodialysis

Patients on hemodialysis should receive 100% of the recommended dose after each hemodialysis; on non-dialysis
days, patients should receive a reduced dose according to their creatinine clearance.
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These are suggested dose adjustments based on pharmacokinetics following administration of multiple doses.
Further adjustment may be needed depending upon clinical condition.

When serum creatinine is the only measure of renal function available, the following formula (based on sex,
weight, and age of the patient) should be used to estimate the creatinine clearance in adults:

Weight (kg) = (140 - age)

Males: 72 % serum creatinine (mg/100 mL)

Females: 0.85 x above value

Although the pharmacokinetics of fluconazole has not been studied in children with renal insufficiency, dosage
reduction in children with renal insufficiency should parallel that recommended for adults. The following formula
may be used to estimate creatinine clearance in children:

linear length or height (cm)

B serum creatinine (mg/100 mL)

(Where K=0.55 for children older than 1 year and 0.45 for infants.)
Administration

Fluconazole tablets are administered orally. Fluconazole tablets can be taken with or without food.

2. BB T HEREKRIZIRTER
FRICRET 5BIMER (A—R S UTHE)
AFNZBITHHEHALOFEEOHOFELEH EA—A N T U T 5 EITRR 5,

Drug Name Category
F—A N7 U T D4 fluconazole D
(2021 4= 4 AHsR)

2 OB
F—A N7 U7 D4 (An Australian categorization of risk of drug use in pregnancy)
Category D :
Drugs which have caused, are suspected to have caused or may be expected to cause,
an increased incidence of human fetal malformations or irreversible damage. These
drugs may also have adverse pharmacological effects. Accompanying texts should be
consulted for further details.
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22— IHRPIE AR HK) 3 43D 2 2KV L, EANEZZ DK 30cm o SIZHEE L,
IR IFEARICHEEDFEKEFEAL TTF 2a—TNEES E X, Ta—TNIERGYRRO 5
piF i EErEIC Rz L E Lz,

ARERFHH - 2010/8/17
= v &5 8K101A

2) HERER
AR AR TR
TNaf Y — I e O (T ——— e EENE ]
S0mg T 5 sy LANIZ RRsE - SR L 7=, 8Fr.F o — 7 &@LUz,

CE=9
KRB DA STITREEC L > TRE~OFF B b0 TR—NRH Y £, ik - BBH 503
AT 2581, FROT U LV ST BAVERZ WS 722 Y, BREREREIT) Z & 2t L%
‘j—o
ARBRIL, TR BERG N FTy 7 (K ClE9)) & MEELTEmBLE L,
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Z)arJ—iLh T 100mg TEEL]
1) BEAE
[ SR R
R 1 {H 2 B AN TR 55°COIRY; 20mL 21 %, B L, 5 oMikiEs, s
W ABIEE LT, RORAENRD DI WIGEIE, HIC 5 Eg, FROBEEZTT,
R0 DRI 2 BLEE LTz,
FRROBMECTHR D IR AERRE DGR DN WIGATE, B 7R EBEIL, NEWE RV CREEE
DEMEZEITV, R ORI ZBIZR LT,
[ PR
RBIRD NS ToT 4 AR — 2 EF 2 — 7128k L, # 2~3mU/MOEETHEA L, F
=2 —VIRPIR ARG HF 3 50D 2 KA L, HEAMEZ O 30cm Lo SIZHEE L,
IR IEARICHEEDFEKEFEAL TTF 2a—TNEES E X, Ta—TRNIERGYRRO L
piF i EE IRz L E Lz,

ARERFHH - 2010/8/17
v &5 SK205A

2) HERR
AR AR AR
TNaF =)l TR N e B A RSEAE T
100mg I— EI EIJ 5 )JU\I*N\—HFJL% lf%’f{% L/fu.o 8Fr.7‘:1 7 %@]@ qu.o

(%]
AFNDOERIKST I TRRIC L > THRE~OAF B2 b0 TR-NRH Y £, B - IBH 503
AT OB EE, FROT U E VS TeBAGERZ W57 &8, BERREIT ) Z L e L%
—g—O
ARBRIL, TAIRE BEHRG A FT7y 7 (KR ClE))) &2 MEE L TEmLE L,

2. ZOMOBIEEH
L
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