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MICAFUNGIN Na for Intravenous Infusion [SAWAI]
50mg 75mg
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(o [ _ LS e R O
2 BRIXOBECRESLBNCS) BOGMRBIEE | AN F s )AL
DGR LBEEOBAEIE D & 5 B CBHFBTANILE C50mg (3i) % 1 H L A #HET 2.
WAERUGAYIY| 0 NREEI ST 7 2 FF by yabL
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(131 7] 50mg (F71ih) \ 75mg (F7 1) -
(7&1][]%1] ML —Zﬂ(fﬂf{:@ ZOOmg (ﬁ‘ﬁ#‘ ~§)f\_ =) T N (E‘E_J—)ﬂﬂ(%/fi)ﬂ L AN C‘: [(ﬁ({ﬁlﬁ‘-‘*?ﬁ C‘:
(134 7 V] pHFH ] BHR0]
3.2 WEIDOMR R
- S EEPEDY S EEPEDY SR L C I, AR, 7N BRI i
BB e RS0mel 7 4 ) | A Tmel A | VL. TR B E A TR o
FIY - MR HE O3 BB 72> TEL EFHKEZMH L 22 & [lEFE S
g JHRE SR LIV 2 T 757, ]
AH) 7 A A, 7 N EESNEC AR L 72 & & opH L ONR . B
J\E’:T:ﬂ:cil\i‘éy) t B V) f\‘%z)o 7 Fﬁzﬁ&UFﬁEluBﬁJ_?%EE
B/ e R VT pH | &R Q?A% . e
50mg (i) /100mL. PR 45~80 | M1 FANIFIAERUAY I FHE

75mg (JI1ifi) /100mL A AR 4.5~8.0 #91
150mg (J71ili) /100mL A PR 4.5~8.0 #91
300mg (F11ii) /100mL A AR 4.5~8.0 1
50mg (i) /100mL| 7 F 7 BiESHE Gw/v%) | 3.5~7.0 #1
75mg (JAifi) /100mL| 7 F 7 BiEFHE Gw/v%) | 3.5~7.0 #1
150mg (Jifii) /100mL| 7 F & BiESHE (Gw/v%) | 3.5~7.0 #1
300mg (JJifi) /100mL| 7" K 7 BEE5HE (5w/v%) | 3.5~7.0 91
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2 & L C50~150mg (3 i) %1 H 1A 55/
T 50
TRE AT EEBE 7 A OV )V AHE 121 E
RIZIE CCHETE 55 1H300mg (7]
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/kg% FIRET 5,
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7.1 fRESOkgL T O BEIIH LT3, REMHRACTIHH721) 6mg
(FIM) /kgZ R T &

EMEHRIRBIESEICBIT DT ARNIVFIVAERH Y I FED
Fh5

7.2 G EREAS500MH /mm Pl FC AT 5 % &
BEERRTT AL,

7.3 fRESOkgL T O EEIIH LT3, REMRATIHH720) Img
(M) /kgZ R T &

CGNRE

P ARIWFIWAERT AV IS E

7.4 RES50kgbh Lo BE IR LCid, 1H 721D 300mg (F71il) %
Mz rnwZ k.

EMEHRIRBIESEICBIT DT ARNIVFIVAERH Y I FED
Fh5

7.5 G EREASS00MH /mmP Pl FC AT 5 7 &
BEERTT AL,

7.6 RHES0kgll E o BEIZH L Cid, 1H 72 ) 50mg (F1ifi) %
Mz rnwZ k.
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% EWEY) R EAITH 2 &

8.3 HumEkE . tziﬁtlﬂik«rk/}\ I (A AL &)
JI[[/J\W‘JEJE’)‘#‘Z?) LbND I ENHLOT, EMWICHEEIT
% EHEAETHICAT) T L1111 ]

8.4 JFHERERE, ﬁf:ﬁ%%bhé e J:fy%éa)f%%ﬁéﬁ HFRE
REMAEZIT) e &, BEOREL THBIEST L2 L [11.1.3,
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9.1.1 EBRIEDEIEREDH 5 EE (FF DS (S UIBEIAE
DEFEED D B EEZIRL)
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1. BIfER

ROBWERD S HbN D ZENHDLDOT, BIEY 5TV,
B SR S N AT F k3 B 7 &) 2 WL & AT
Iz &,

1.1 EXFEIER

11.1.1 iFEREE
FI Bk A AN BBk A (1.1%) . & i £ i (i
WNEMZ &Te) . M/MGRD (TS HEAR) 23H 5 b s
CENDHBH, B, RIMHEEIICOWTIE, REHBERICH
HbNbZLbdHDDT, HILAHED O NIHEIIERT 2 h
192 7% &Y R LE AT 2 & [8.351H]

1M.1.2 Yavy, PFIT4SFV—(FN b HEARH)
MEART IS, PR, 4 dlAin, mE ke, =
RBEEDORE DR b N1 %G 2k L, BEICEL
TEEDOER. 7T RLFY v, 2784 F, ie 2% 3 Ho
BHEOBMY) R WEZITH T &,

11.1.3 FFEEEE. BE
AST, ALT. p-GTP. Al-PO FH5% 0k FAikRERE S, HE
(WFNSHEEARI) DD 5N D 2 EDdH 5. [8.451]

11.1.4 2EBES
AMHREESOREE 2 BEE HEARRE) S bbb 2 EWdH
%.[8.55]

=

N5 58 % KX K & % B #8 fE(Toxic Epidermal
Necrolysis : TEN). K [E # & IR fE & #(Stevens-
JohnsonfEf&E$) . ZRAZAIHE (V971 SHEARH)

11.2 ZOfttDEIVER

5% VL E 0.1~5% i B
S B ALTESR  |ASTLE H. Al-P
+ 5. LDHL 5.
y-GTP L5
iy AT LR ) RS VT AlE. K<
7 AMEF 7T ME
itk IR Bk %
TEBRER LT, ByiE
THALER TR, BRAE T, ME
5 M BUNEH. 2 V7|2V T7F=r 2075y
F=rIH &
Z Ot iR 7c, Bfi%, M|CKLER., 3470y b
. EIE. BUW A ZEEG TESTEAL KOG
(ERE. ¥9m. ALBESE)

14. BELODFR

14.1 ZERFRREFOER
ARANTEHEE, U763 L EMEZ I VWO THCIRY |’
HhwnwZ &,

*x14.2 BERER
RENIMAI LA L2 & BHOPELLZ LD D, 72,
AFNIIE IR TR ETH H 720, IOBETAEL 5
BB, TERICEAERIIEY A U5 FE 23 K OB E
ERARICTMIER T 234 U A F 2 3A % 7R d,
BCATERIZE D) A3 U 5 F 70 365

N ALY ORI, TVNRT Y ORI, T 8 <A v B
NTIRAT Y TR Y U, S A 2 VHEEERE, T
Xy, NA7aFH T AV VERE, VATV, K78 IV
i, N3Y 79 DMK, Xy FTTEAY v MR
VOVERKE, AANFH— M ADVERE, FTIVTVANT AR B FE
TUMEGE - v Fu Xy anNg I VEEERE. AT ML v, RS
SUMBASES T 7Y v, FRVIVE Y CIRME

BLE BRI T 234 U % £ 2 355

TYEYYYFMNIT LA, ANVT 7 ANFEF =)V Y X NTY L,
Tyouav), Hrrzuab), 7TEZISIFTINFRN)TL

14.3 FEFWIZSEOER
A X DA AT 2O CTES H BT TN T2 2 &,
F7o. MEGE, HEKT ECICeRM B2 2B A I MRS
BAERT LI L, HiET 2 — 7R LB R v,

IR D2 E
EriE/ IR FRERTE H BIRIES | 6RERITR | 24FFM TR
53 )
S0mg (M) /100mL | (%) ND. ) 280 | 6.7
PR JIA
S (%) 100 9.5 88.6
S
300mg (F71ii) /100mL (%) N-D. L.05 3.28
AP AT J1 i
SR (%) 100 97.7 94.7
e
S0mg (i) /100mL | C N.D. 1.98 4.04
O s (%)
7N BEEGHE i
0}
(5w/v%) S (%) 100 96.5 93.1

(ND. : #ette9)

BRAESetE L7 L iR, SEOET (3,0000L 7 X)

15. ZOMD:EE

15.2 FEERPRERERICE D < 1BER

15.2.1 7 v MCABEBRAEERNPS: L 725 BRicB W T, SHE
HD32me/kegte G-HEZ M A AST K NALTE: 0 15 & Bl a3
E D EEGI RO SN2, B, 37 B EEHIRNE
HakBg 0 32mg/kghe 51 K 06 # H AR E IR % 535k 0 20
K O32mg/kgBe G-#ETIE. TNHFT RIS, P25 5
OIS FRO & Tz A, 34 F M RAEEIR A 5-35R D20mg/
kgt G- HETIXFLZ RME IZFRO SN h o729, F iz,



7 v MZ32mg/kgx 67 H M BAEEIRMNIES L. ZD%18% H
FIREE L 7- 3B % 0V H ) BUE B IR S- L. 2o f%21 0 H
FIRSE L 723l I BV T R HREE I A~ S o 7 7%
BmprRoosnzY $720 Iy MI6s A B KEERANES
L7zsBIc BT, SHEMHTH 532mg/ kg 5T IR &,
JRHNaf O TRHCIO IS TS S it7ze — . 10mg/kgfk 5-
FWZINOOTRIERBO N o7 BB 7 v M2
U32mg/kg% 34 H K U6 H M RESIRNTE S L7z & &0 F
HAUCIE, & M2300mg/H x5 L7-& EOAUCHZENZEN
2. 205 OB SEICHIYS T 5. [8. 45 K]

15.2.2 A X IR BAEEIRNFS- L 7238% (3.2, 10/ U'32mg/
kg, 97 HRDIZBW T, d L OV H &R R TS K OV BRI
B nBEE X RIS ZEN D 5 WIZHE R B AT T B oRd )
oL, HHEECIZINSFT RIS R (v -
ML) D Z2f LS iRo b 2.0 T v bOZIERER O ER
F COMMMIETEIZE T 2357 (3.2, 10 1'32mg/kg) 1281 %
ETCOMERET, MHEBEIY O IRE L IR S E X IEE T
Holzh PROEHERIOEE FEETE Loz, £
7o RIS R AR TR oA a5 sz,

15.2.3 In vitroi{BRIZB VT, RFNIA P T3+ — Lo
WM& A vgary—nvor) S ay s A - xF 747
AN DA & RS S 720
)20 T3y s ABIAKOBESHETETH b,

16. E4EhRE

16.1 MAEE

16.1.1 B@EigsS
TEFERLN23BIZ I B 7 7 ¥ F ¥ b ) 7 £225mg™ . 50mgl UN75mg %
30457 d 5\ E150mg & LR 201 CERARINFRfese - L 72 & &L sk
ZALKR D AUCIE P G- m el LTl L 720 A% R g B 1 50 T g
Wi & e V) L THICHRENE13. 9 T - 7210,

(ug/mL)
100

i 10
i
i
e
o
0.1 - - -
0 12 24 36 48 (h)
Rt
M BREEN ST A — ¥
hE il Cmax Tmax AUCo- ti2
(mg) i (ug/mL) (h) (ug-h/mL) (h)
25 6 2.52+0.28 0.5%0 34.3+ 5.8 14.0+1.2
50 6 5.23+0.38 0.5%0 74.3%= 6.2 14.2+1.2
75 6 7.90+1.35 0.5%0 106.5+13.4 13.3%0.7
150 5 14.30+1.31 1.0£0 216.6+23.1 14.0£0.9
25~150 23 - - - 13.9%£1.0
— Y (Ffti+S.D.)

) AH O E N ADLHFHEIZ 7 A~V F)V ZFE © 50~150mg (FEHE i34
E‘E’GliSOOmgi T) B ¥ Y FE - 50mg (FAE X HEATETIE300mg$ T) T
16.1.2 RiEE®S
EFER NGB I 7 7 v F > M) A75mgx 1H1M, 7HM. 305
M2 CTEIRN RS G- L7z & & SRR I SB4H 1213
WIRREIZE L. 4% 5B O Cmaxid10.87ug/mL. {H4<-imiix14.0
MR CTd o 720 MAERFIREAZIL99.8% L ETH - 7210,
16.1.3 FEMERESRE
A ERREO R ANBFZESHINZI A 7 7 ¥ F 2 Y 7 412.5mg™ .
25mg™, 50mg. 75mg. 100mglk F150mg% iE#H 5 L7- & &, %k
P13 R TH ) . FHEEBTEEA SN o721,
) AKIOERFEE N ADLIHFHEILT AV ) ZE 1+ 50~150mg (FEAE 13 i
;ﬁ;‘lzitmisomgi T) B ¥ Y FE - 50mg (FAE X3 #iAYET1E300mgE T) T
16.1.4 BiEEE
BRI D D IR MRS 2 2 F 7o B E 2 b s, RET
X3IA 77 ¥ F M) A12.5~200mgP %, F 2 ETIE3~8mg/
kg (#1230~600mg) ™ 2 1 H 1A, 1/ 221 T BUEEIR N R 5 L 720

_3_

SERRAE (R 5TH B) 1251 5 R EOAUCIHE SR LB L, %
ERINE S OB TR BT b IHE—5E LM Td - 722 SHE A
F—%),

ERIRER OFEMBE AT A%

5 1 Cmax AUCo-24n ti2

% (ug/mL) (ug+h/mL) (h)
12.5 7 3.9+ 7.3 15.6+11.6 9.9+1.8
25 8 4.8+ 2.7 244+ 7.5 13.8+4.0
] 50 7 6.4%r 5.7 49.0f11.1 12.5i2.6
(mg) 75 8 8.3 4.8 66.1+20.6 13.2+4 .4
100 7 28.2+22.9 110.0+31.8 13.9+3.1
150 8 17.6+ 8.4 166.4+49.3 13.1+£2.5
200 8 26.5+20.7 208.3+65.5 15.9+4.8
3 8 21.1+ 2.8 234+33.6 14.0+1.4
b s 4 10 29.2+ 6.2 339+72.2 14.2+3.2
(mg/kg) 6 8 38.4% 6.9 479+157 14.9+2.6
8 8 60.8+26.9 663+ 212 17.2+2.3

(P51t +S.D.)
)RR OB E N A DLH HEIE 7 20V F )L ZHE © 50~150mg (FHiE X138
;}a‘l‘g’ﬂiSOOmgi T). B ¥V FRE  50mg (ERE X AT E#EGTETI3300megE T) T
16.3 910
16.3.1 ZitahigiT
WEHRS Y MIUCERRI A 7 7 v ¥4 M) v A% Img/kailR N3 S
L7z & & AT ReIREL 3 G- A0 R TR EE L 2 ) . T O
FELMAE P BEIE FE & [MIAERE Cdh o 720 F /2. &G 1HR24R M DRI
A P BRI & IBAT LT L7290 (9.6 1]
16.4 X3
RE & U C8fEE e e STz I A7 7 v FVIFFRICHT
RFEZTHEEZONDIH, C NORRVERIZIA T 7 F D
85 D KFEALAR (MB) 28 A & L T 5= 3. 7%k S 1172, M5
1Z7F + 70— AP450OCYPLIA2, 2B6. 2CH UBAIZ L VAR L., 2D
f, #FI—NEMDIEIH T 7V FrorbY L7758 —FI2LD,
A~ F AR (M2) 1ZM12> 5 COMT (catechol O-methyltransferase) |2 &
D, BHBEM)IZI N7 7 v FUhoKIEHE D CIBENIAEKT S
LEZHNW,
16.5 HEitt
IHT 7y FVFECIPICHRE S I S E O A 6B I MO
IH T 7 yFF MY A28 3mg I 2 TR IR S L 72
L& BRI £ TORL O FERRGTRE O HRIE R 2 e i S
REDT.36% % 1N43.80% Cd> > 720 IR L OV#E AP IZIZRE Lk s 2
MG HUTBED0.70% 11.719%Hk < v, M REHW Th > 72,
B, ISP R RE IR O HER 13 # 5/ T IR T2.29ug eq./mL. #%
22485 [ ©0.84ug eq./mL. %5 #7H T0.19ug eq./mL& 7 - 72,
P5-1%42~50H Tl #5%7THD#1/8TH 50.023ug eq./mLFE T
L7,
16.6 HEDERZEIDEE
16.6.1 /&
MFEHEEEEE (MR
R EEE D87 A ~ 15 D /NEEZ 1B (D~2661) 123 H 7 7 v F
F b)Y A1lmg/kg(761) . 2mg/kg(961) . 3mg/kg (961) Iz 6mg/kg
(1) % 1~3MER AV CTEIRN RS- L 72 & &0 28 IR T D Cmax
W, GRS LTI L7, N3 I Th o 72 FL
Y336 D IMAE RIS, FEICHR TR A A 5 7210,

HEWMBEFZN/ ST A -4

ehat K Cmax tiz
(mg/kg) bk (ug/mL) M
1 7 5.03+2.33 13.0+1.8
2 9 10.25+4 .45 12.3+1.9
3 9 14.76 +5.52 14.4+3.2%
6 1 21.11 11.3
16 2 - 13.1%2.4

- DT, % n=8

Q@) FTHEEESRE (BHERKER
PRTEME L RE D584 ~2014g DI IR AR B H 2002 7 7 » F >+ b
1) 7 20.75mg/kg™ . 1.5mg/kgM U°3mg/kg% 3055 Lh b A1) T Hi[a] #
PR FESE G- L 720 AR E R OCmaxid/hNE X DK<L FmindfE
o 72D HMEAN T — %) .[9.7.35 1]

FEMBREEINT A — 5

(F3fli+S.D.)

RE G4 | Bl Cmax AUCo-21n CLt t12*?

(g) (mg/kg) | #| (ug/mL) | (ug-h/mL) | (mL/min/kg) (h)
500-1000 | o o | 4 | 1.31£0.31 | 8.8= 1.4 | 1.32%0.21 5.5

>1000 : 6 | 2.53=0.92 | 16.5% 9.0 | 0.970.82 8.0

>1000 1.5 6 | 4.51=1.34 | 44.1£24.0 | 0.64=0.15%1 | 7.8%
>1000 3 6 | 9.28+5.31 | 59.5+29.0 | 1.19+1.32 8.2

¥1:n=5, %2 FHIFIHE (F#fE+S.D.)

)RR OKFEENT/NEDOTH =L 7 AV F )V ASE © 1~3mg/kg (FHE X 13

HYETIx6me/kgE T) . A ¥ Y FE | Ime/kg (FAE X HEETETl36me/kg
T)Th b,



16.6.2 =&
e i 106 (CF39715% . 66~785%) & UM IF & i & 1061 (- 392275% ., 20~
24 I AT 7 X MY 7 A50mg & 1R 20 CTEHIR P R
T 5 b M RZARRE S T, JEmEe AT L b M HER
R L, MHRH TCmax, AUCke. tizl WM& GFRIZHEITADNLR
no ¥,

17. BRERREE

17.1 BUERULLEICRT DR
(PRARIVEIVZRERVDA Y IS FE
17.1.1 ENEEARAER(FA)

SV SOES
54 (H) e g S
- BRI/ | AR
PR
i R | R | o)
BN 7 AL ) A3 (832@ 6/10 | 60.0
BPEBIEMEIG 7 2 L H L A (11§657> 6/8 .
TANRIVFN g 95
B 7 AL ¥ D — % | 1006 | 625
N R I Z T T
BN 17
7> T Y IE (14-98) 3/3 -
NV IR T YR (7 ?29> 5/5 .
i 15.5
/N (7-29) 8/8 -
&t S| a2 | T4

BNE RS E L ENERRERIC BT, BIVEH (BRBRAE O RE2E
By % &) A6TH* 2161 (31.3%) 1233h s S e ZOWNHIE,
Rge20:(3.0%) . BaEige, M. o, FUE. WIME. BiFE, TH.
WAE, 3895, BB &1 (1.5%) . Al-P_E 5314 (4.5%), BUN L
3 (4.5%) . y-GTPLA214:(3.0%). ALT EH2¢:(3.0%). 7 L 7
Fo v ERUE(3.0%) ETH - 7219,

¥y-GTP LA IZ oW TiE, FAEFIEIL666ITH > 72,

17.1.2 EWEERER (VR
VA S

M -9 (2.8%) . ALT L7961 (2.8%) . Al-P_EF961(2.8%). & IMET
BI1(2.1%) . THITHI(2.1%) Td - 722,
17.1.4 BHEERAER (DY Y MENRIREE AV I FIEICHT2HED
HEEER(RRA. INR))
PEHEBIERAI S (I A 7 7 Y ¥ 1) 7 A B 540)

CEN BT BB B | AEREE (%)
71 > T Y IE 72/83 86.7
A Bl v D YHE 85/92 92.4
iy > 2 & e 2/3 -
= 159/178 89.3
7 v T Y E 8/12 66.7
N BN VY 4/4 -
aat 12/16 75.0

BT FME R CRENE S VY S RERE E R R E L2l R SR
T, BIE (FRR A o 2% 2 8) 2 & &) A135360 (B A300%1, /NG
53651) H1150%1 (42.5%) |2 s & L7z ABED2%LL EICED 5 E
ZEIVE GEE R R %2 B <) 1&, AST E5-2861(7.9%), fk~ 7 % ¥
v A IMAE24%0(6.8%)  ALT E 52361 (6.5%) . Al-P_L 522651 (6.2%) .
I ER 38 42201 (6.2%) « A& 7 v ¥ 4 L FE2060 (5.7%) W H:1441
(4.0%) . FE951460(4.0%) . FEB12060(3.4%) . £ 1M1051(2.8%). &~
0 — VIMAEL0B (2.8%) « I /NI A 9B (2.5%) « A% (2.5%) « BT
FRAEMAE L H 80 (2.3%) . FIIMER T H8HI(2.3%) . K7 VU 7 4 MAES
BI1(2.3%) MEImTHI(2.0%) . HEIIRETHI(2.0%) . #IRETH1(2.0%). T
JITH(2.0%) . SEIFETH (2.0%) TdH - 722,
GEIMERIIBERE LB T D7 ANIVFIWRAER T DY I FEDF)
17.1.5 ;B5HRREHER (55 MAELLBERER)

4 B PR B R YSE T B B =2 (Full Analysis Set)

3 TR E D7
DI S |GrTrvEsm| esuc
T aF T — V)
N 340/425 336/457 (0.9%.
=Hl (80.0) (73.5) 6.5% 12.0%)
M EZ ma | 181/208 161/201 o 1% )
| B (89.2) (80.1) e
2 2/2 -

TR /AE B H (%)
% TR - GRS G T R F TS A By M BT E O FESE ST (Proven) |
R\ EEV (Probable) . @ % W 135V (Suspected) DL, OB TR
(RBREERGHET #2438 H) F CIC 2SI IEIYE OMEERS T (Proven) & % W 358
W EW (Probable) 25528 5 L7 52 7B
& MRS LR E T 22 A ATREA S 472 142561 (B A386H51, /N2
39f1) Hr6411 (15.19%) 12 BRIR AR A O SR 2B % & L EITEH 25320 5
7oo ERAWERIZ. BE )L VIMELAR](3.3%). TES1061(2.4%). T
FIFI(2.1%) . 7 1) 7 A AESHI (1.9%) . F695861(1.9%) % TH - 722,
17.2 RLERSTHRATSE
(PARIWVFIVRERT AV I FE)
17.2.1 ERMEREA)

PR ER AR A 2R
BRBL A7 B/ B A5 (%)
T A F N ASE 92/130 70.8
VYR 390/452 86.3

EEHE ()] ., e
it B g | BN AT
W e | (%)
(HX/J‘ llxji)
e o 275
REEVER 7 A~V F )L A (20-35) 2/2 -
T ARVEN AR | BT AL EL T 36 1 B
3
A (20-36) 3 B
o 37
71 v P Y IE (18-56) 172 -
Y I () 2 i1 45 -
e (9-56)
VIR 2
Wi > 3 7 6E) &2) 2/3 .
E, 16
AN (-26) 710 | 70.0
- 20
it 26) 10113 | 76.9

1 FRHAEDR B OTBHEIT L SRR IERT 7 A ~OL %)L A JEASER < Bb L7z b 0.,
M2 MIH BT (B-D-7 Vv ¥ Bth) B OBRHIER A & 1 > & 7 U A% < kb7
Lo,
31 ME BT (B-D-7 VA v Bthdy 2 IS HUB AR B E) . BAREIR R OV %7 R
WOiH VTN Feb b D,
INEE IR E L2 ENERRSER I BT, BIVE (R o B2
By % &rte) 252060% th6l (30.0%) 1141y S 7ze ZOMNFIZ. 7
74 7% =BG (5.0%) . AST 531 (15.0%) . ALT_EH31F
(15.0%) . y-GTPLFH211(10.5%) 5 TH - 722,
¥y-GTPLEAIZOWTIE, FAEFIEILI9FITH > 720
17.1.3 B REER(BEEMET7 AXIVF IV AEICH T 5L T HHERER(R
AL INR))
PR RAN T (I 7 7 7 Y F 25 MY o A B 560)

NES e BRI AEE | AR (%)
REEVERT 7 2OV )V ASE 32/39 82.1
A T AV F ) A MAE 1/1 -
&t 33/40 82.5
REEYER 7 A~V F )L A 1/3 _
AN 7 A F ) A E 2/2 -
At 3/5

REPET 20V FV ZIEBF 2R & L7y MRRHER T, BI7ER (I
PRI AH O S8 2 8) % & ) H332681 (0 A25661, /N JE70610) fi10441
(31.9%) 12 S M Tee A D2%LL FIZRRS b £ RIER (GFE
WG & B <) 1, MEA14B1(4.3%)  m ¥ ) v ¥ 2 IREL460 (4.3%)

BN &G L L7 BRI G A Tl 1,074450 730651 (28.5%)
ZERRRA IR 2 S ORI 320 i, T b ORISR H54
£(5.0%). AST 54711 (4.4%). ALT L5431 (4.0%). Al-P_E 532
(3.0%). BB L OIREEEEE241F:(2.2%) T - 722,

17.2.2 INRYFEERRERE
ANV R RF R L L7 T IR B o0 B o 0 BRI A T UL 19160 420
(22.0%) |\ BERMAAE T % & ORISR0 St £ b OXhFERE
FAR 24 (12.6%) . AST EAS51(2.6%) . ALT EAAE(2.1%) % Tdh -
72%,09.7. 251

GEIMERIIBIEREICH T D7 ANIVFIWRAERT DY I FEDF)

17.2.3 TR SIS EERRERE

G B P PR EAUE T Bl

T BB BRI B B (%)
S 172/225 76.4
M1 PRI : 3 H 77 X0 F b ARG TR E T S R R E
DOWEEZ W (Proven) . i\ 258\ (Probable). & % 1358\ (Suspected) AV 520
SHF. BOIAT 7Y FYF P T LS T (R4AER F T SRR %
HAE DHEEZ T (Proven) . & % V135V 5EV: (Probable) 25380 © L7 42 o 72 fiE
1]

%2 1 HCA (14301) J% UV (8201)
SEIMEBAMBBAEZ BT 5 7 ARVENVZER TS » Y FIEO T
bR & L7 IRt o B g £ BCREER AS T Ud. 241810 Hh 8611 (35.7%)
ZERRRAE IR 2 S RIEH 25520 S, T4 b O3 Fik ek £46
#£(19.1%). ALT I 51414 (5.8%). y-GTP.L. H10f:(4.1%). AST L
S FEEEINE(3.7%) . THISHE(3.3%) HTH - 722,
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18. EEIE
18.1 {EFER

B AR EE O T ERER S TdH 51, 3-F-D-glucan® L& & FEH A1
IZHHES 22,
18.2 MEEFR

FEEMEREO TERRE CTH I D VTR OT ARV F N AJEIZ
L CIRIAEWIIER AR Ve F L, 7)Vvar =V EDA F5a
F = VINED 71 > Y FIEICK LT R rin vitroi&itE % R0
NV FBIIHT AERERENTH Y, 7 ARV FIN AR LT
VX FESFEINH K OB Sk DA R % 7% 3727 50,

< ADMENES Y FE. T - B YV S E, IREET AOVF )L
ASER T AV F I AFENZ BT ES OB RRD F 2 ) 975090
18.3 fift4E
HYTVFBIZBWCIN 77 Uy FCF MYy AR D L R
PR RTHERPIE SN TV D, FX 071 Y RILEWANHR T 5 %%
BT 7 VI ARG RO EE TH LFKSY » 737 D
BENEE L T0D & OWENDH 25710,

19. BWHSICEIT DERILSMAR

—f&R Ih T 7 ¥ F MY T LAY (Micafungin Sodium Hydrate)

B& & :MCFG

{E54 : Monosodium 5-{(15,29)-2-[(35,6S,95,11%,155, 185,
20R,21R , 245,255, 265)-3-[(R)-2-carbamoyl-1-hydroxyethyl]-
11,20, 21, 25-tetrahydroxy-15-[(®)-1-hydroxyethyl]-26-methyl-
2.5,8,14,17, 23-hexaoxo-18-{4-[5-(4-pentyloxyphenyl)isoxazol-
3-yllbenzoylaminoj-1,4,7,13,16,22-hexaazatricyclo[22.3.0.0% %]
heptacos—6-yl]-1, 2-dihydroxyethyl{-2-hydroxyphenyl sulfate
dihydrate

SFR - CssHoNoNaOzS - 2H20

SFE 0 1328.29

BsEx
el )
.3t
2o o H
LY | " « 2,0
HO NH " oy
i, N
HO H OH
0
H on H NH

M R ABOBERTH L, VAFILVALEFY FIZHETFR T, KIC
RRFETRT L, AY = VICRREBEFIT Ve TEETH S,

22. @&

(EAT7 VFUNami@EHER0me YT 1 1)
102314 7))V

(EAT7UFUNami@EHER MU T 1 D)
10314 7 v

23. FEik

1) MR - SEYATEARRRER (7 7 > 7 — N 200644 H
20H KGR, WIREEHMMZE2.7.4.5.3)

2) T b - HERER (7 7 v — RIS 0 20024510 H8 HAKRE. HiGE
ERE= . 2.1))

3) T b FBURER(T 7 oA — FAE  20024E10 8 H KR, HRE
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4) T b - BUEER(T7 7 oA — NG 20024E10 ) 8 H KR
ERMEEE= 2.5))

5) T v b - @B (7 7 v — RIS 0 20024510 H8 HAKRE. HiGE
ERE=.9.1))

6) T b - HMERE (7 7 > A — FAEM C 20074E1 H26 KGR, HIGREE
FHEE2.6.6.8.1)

7) E—=Z vk HERE(T7 7 o — N A 20024510 H 8 H K EE,
GRS = 2.9, =.9.5)

8) T v b - HMERER (7 7 v 4 — FITH 20024510 H8 HAKRE. HiGE
ERE = .3.1))

9) ORI A ¢ H AR E AR, 2002 5 50(S-1) © 58-67

10) HAi—Ah 0 H AR LRSS, 2002 5 50(S-1) © 155-184

11) EEMEEESRS - BB (7 7 > 7 — FAEA © 2002410 H8H
R, HEEEREZEA 3.1) (3))

12) BMiEE - SEWBIRE(7 7 > 7 — FAGEH © 20024E 10 H 8H AKER., HI
SRS 3.2) (2)

13) T b - EYEEE (T 7 > — P 0 20024E10 H 8 H KGR, HIEE
EEMRTE 2.4) (4))
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14)
15)
16)

17)

—
©
=

20)

21)

22)

40)

(7 7 > 97— FAEH 0 20024210 H 8 H KRR, HHGH GRS
~.2.3) (1), ~.3.2) (1)
TERERN - SEYBRE (7 7 > A7 — N 20024F10 58 H KRR, i

FHEEEEAN3.2) (1)

RTETEERE/NEBE - EWERE (7 7 >~ 7 — FRGEA © 2006484
20H KGR, HIREERINS2.7.2.2)

EAE B E R AR E RS - YR (7 7 7 — PR
20064E4 20 H KRR, HIFEERMRS2.7.2.2)

HORE—M0  H AR SRS, 2002 0 50(S-1) @ 148-154

[EIN R AR () (7 7 > 7 — R i - 20024E10 H8H KRR, H
FHERMEEE N 1.1 (2)

FENEERAER VD) (7 7 47— Rl - 2006454 H 20 H KGR, HE
B RHREE2.7.6.1)

HEIL IR SER (R EEE 7 A~V OV ZE IR 5 45 AR (A
INBR)) (7 7 A= R 2006454 H 20 H KGR, HIGE &R ZE
2.7.6.3)

WEAMVER IR B (7 > 2 FIE e MR B 7~ 2 S REICxT S 5 45 AR
BRSO /NR)) (77 v — F i - 2006454 H 200 KGR, HE
FHEREE2.7.3.3.2, 2.7.6.4)

A IR AR (58 TIAR L iEB%) (7 7 > #7— R AT - 200741 H 26
HIKRE. RS EkEi%2.7.6.1)

ERBGEA O N) (7 7 » 7 — F s 20134E6 A 13H 8%, T
/NI E I RGEGRAS (7 7 4 — R - 20134E6 H 13 H 2835,
PR AT )

T G- E M GRS (7 7 > U — PR 20134E6 H13H A
#. HHEAREE)
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