2025 - 3 HlgT (B8 5 hi)

H AR HE RS dn 53 2 o

876241

H AR B 3K A B <> o> IF SCHi25H 2018 (2019 S HAR)

EERAVAEL—T+—L

(ZHERL U CTHRERL

Za—F/0VREFANERA
WHEERES"

B&EEs LR7OFYY V38R
|/F|'§7|:|:Fﬂ'ﬂb,-ﬁfﬁaaﬁl\“-w‘ﬁoomg/ 100mL"DSEP;
IJI-“7D*vfl:lﬁ?ﬁﬁ&500mg/20erDSEPJ

LEVOFLOXACIN Lv. DRIP INFUSION BAG, LV. DRIP INFusion TDSEP;

#l

&

TS A

1

oA DORHEESR

WFEERG DEE - EMSEONTEICLVERTLZ L

13y 7

LR 7 a4 o s e

v 7 500mg/100mL DSEP) | VA7 B ¥ ki (AJR) 512.56mg/100mL
(LRZ7wuFxHP & LT 500mg/100mlL)

¥4 : Levofloxacin Hydrate (JAN)

P g E :
1314 7L
LR 7\ i e -
500mg/20mL DSEP] VARZuxH K (A)F) 512.5mg/20mL
(LARZ7exH¥ b LT 500me/20mL)
i % g LAR7axdr Ky (JAN)
- (3

BOEiRTEKREA B

S A& HE AR A

MR 72 BA 4R 4E A H

HERTRRBEAA S ——————
s ; . N7 1w XY o i
X M £ % U 8 - | < 500mgr00mL pseps | 201842 A 15 H

201846 A 15 H

201846 A 15 H

,Eﬁ DE'L. Faﬁ yl"flk E H E VAR T oY SiEETE
500mg/20mL DSEP] 201842 A 156 H

201846 4 15 H

201846 7 26 H

&R (8 A) - | BERE T BT 2Ty RS
B - BRE & A | KRS IR

ERIFHRELSEFOERE

ke 27 RS BRI
B\ & H ¥ Z O|TEL: 0120-100-601

=P RILR A AT AR — 5 X— 7 : httpsi//med.daiichisankyo-ep.co.jp/index.php

ARIFZ 2020 4F 9 A%ET (BB 1HR) OB FIRLOREHIIESEUET Lz,

RO HIL, MSATEIEN  ERAERIESR O OER M RMRR -V THERE L T E S0,




EERA VI E2—T+r—LARADFIIEOHE
— BARERERAS —

1. EERM VA 1— 7+ —LEFROEE

P R SRS O AR 2 BRE R E U, ERAERLRMNCE (LT, WNCE) e b, &
PEELL; TR - FEAIRNS O BEIFNEE DS B ERI LB IR G O E6E S 253 5 58I
I, WA OISR SN ESR A BT 2 EICREHIRE RS L ERGEN S Y MEAEEOEIK
BRI YLE (LU, MR) HE~OBEHROBIGERSCERIC IV IEREAMT L TETND, ZOBIC
B IER A MR ATTH720OEBA Y A R ELTERMLA VH E2—T74—4 (LUF, IF
L) AR LT,

1988 I H AYRPE AR 2 (LR, BIRIR) N5 2 /hER B2 IF OALE T T, IF stddk=,
IF G EHZ R E L, £ D% 1998 FIZ BTG 3 /NEBSDY, 2008 4, 2013 412 HW3K
EIREREZE RN IF Ll EEHOWET 21T > TE 1,

IF FodZ4H 2008 LR, IF X PDF ZE0OE 77— & LCRMET 22 ENFERIE Zro72,
XY | IR SCEO EERSGET N B - 125 A I SGT ORILT — & 25801 L 7= IF 235300 2 fe ik
SINbdZ & llol, BFRO IF 1T, EELERESROHEME (LT, PMDA) O EE
THEHRBRED— (http://www.pmda.go.jp/PmdaSearch/ivakuSearch/) IZ TABR XL T35, H
JRFETIX, 2009 LD HFEIGO IF OFREBRETT oMk E LT [ ¥ B a—7 +— L6
2 EHEL, Hx O IF DI CEEMHET 28 EFEHAERE L THEYINEE - RETL TV 5,

2019 DO WA L ETHEHEOEF (ZAbE,  [1F GCHZMHE 2018] NAF SN, Sk [ERA
[ 3 5 D R GBI RSN BT A A I A ) ICBET A& D=, DO HETIREE
T L7,

2. IF &IE

IF 1% TR SCEZOFHREZMT L, Ef - BEMEOEREFEICE > CTHREBICNLER,
EIGOREEFD T D DIEHR, WITREFO =D DIER, FAFN D7D OIEHR ., EF 5 W EMEH o
T2 O DGR, FEH R BE 7T DT OFFRENER SN TR AR ER] o0 5 G g & LT,
HIRSENEHEEEHZ R E L, FAIE O 72 DI Y E G 0 RGN TE TR FE I b D 2EIT1E
A ORI 2 (RHE L T2 22 E k) EALERIT B b,

IF \CRE#¢ 2 B RCANT BRSNS E L= IF SediEEICHEIL L . — B filoh 2 b & KGR D%
FANOERPFERH SN D, 7277 L, BERAEOMESICEDL S L O L OFIAE B O35 - HIWr -
T _REFEETIF ORHEFHE LT O, SV 2 5 & BERAE DRIt TF 13,
FIHE B S 55E0 « T - lEREH T2 & & bIo, BEBERMEETAHDE WA I L &
gL LT 5,

IF OfRAHIE T T — X 2R L L, MEAETORARIINAETITRW,

3. IFOFIARIZHI=-T

B RO IF 1X, PMDA O =R =G HARRE DO — ICHIGE TR E STV 5b,
RS TR A VX Ea—T 3 —LERDOFF & | It > T IF 21ERL - #2825 25, IF
DFSEBE 2, ERBIBICRE L TOAIERS IF TERFFC GEHE U EE ME A 12 oW TRl R A
2D MRZE~DA U HFE2—ICLVRHER OPNEE RFZESE, IF ORHMEEZ EO DL HLEN D
5, Flo, FERUGET SN AHEHA EOTEESFICET A EEHICEH L T, IF P%ET SN 5 £ TORIT,
RURENEAET D UETNE ZH OIS LI SCES . H 5 WIS RO R E SEfth— e 2%
IZ X IRAENE R SR HT 5 L &b, IF OERIZH = - TiX, wBTORMSCEE PMDA O
3R E RS IE IR R O THERT A2 XLERD 5,

72H, W EME AT EMEOHMEO SO DRE SN TS V. 5. BEHRARE < [XIL &8 |
[XIII. %) \CBT 2B SIIKGREZZ T CORWERREEND ZENH Y | TOED HFWIC
T+ ETRETH D,


http://www.pmda.go.jp/PmdaSearch/iyakuSearch/

4. MAICBRLTOEER
IF # HEEBICBOTRNT ZENTERWVERMERIE L UHEH L W2 &2, IF 1%
HIESR DI 2 52 1 T, Mk E IR 0 RS 58 TR T2 #E D DS ER - #2325 | IR 5L
EEFH D= DGR T 5 & DALESITIZ2S, fosl - REUIZERS, ERERSONE, F
ZhitE e OV22 A DR ZF I B3 D 1B O SRS BRSO IR B AR BN T A T 1 >, B3k o —
ReA T« T T 07 4 AEOHIK EZ —EREZ T I 25720, eEREIIEEIT A 74T
X, RIKGRIRSCIKGRAN O FVESICB T D IHF AT D\ T, RURMENERIEREZFE NS OR DI
ML TATHI Z EITE LT Z RN EENTEY, MR %~ 2 2—PH b OXHEHA R X
S FHEFEONIFONEEREIELIRNEIEDOTHDL I L ETIR L TENRITIIE R 520,
BRSNS E LN D IEWMORZARIL AR L, TORBMZ RikE, ERISGICBT 5#IE
ERZMERT D 2 EEEAMOAB CHY, IF Z2FH L CHEXS 2 FIMEH LI LT
= AN
(2020 4= 4 A i)
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. EIcpd 235EE

| IEICEHd 5IEH

1. ARDOERE

VAR T\ o o KR AN, MR O DNA O ZEET 2 2 LIC KV RBEFERZ " T =a—% / 0 R/
FHRAITH D . AFRTIE 1993 4 12 HITRA A, 2011 4F 1 AIZERHADS ElfisinTuns,

VAR 7 v d% v Sl # N Y 7 500mg/100mLIDSEP | (N L 7R 7 & & o o sl §#E 500mg/20m LI DSEP
. FH SRS ERE LTS 7 T By FOREETE N Y 7 500mg/100mL KT T By O
7 500mg/20mL &R, A, AR OBES R E N ENFR—DOF—Y TA XK« P=2x U v 7 Th
0, B 27 AR IERI 1121 5 2 5 (PR 26 4 11 H 21 B) ([ZESEKRHFHEAZTTV, 2018
2 HITARERUG, 20184 6 H L IRFEZBILA LT,

2. HEROBEENEFE

DAANE, ZEIRTHLA 70X YL O—FONRAEE S KThL VAT nE ) ORI EERTS
=a—% ) n U RPIEAIT, MEO DNA Vv A L—Z RO FREA Y A F—PIVIZIER L, DNA Bz
FT %, DNA V¥ A L—AJOPRA VAT —BIVHEFERIT, 73008 2 fFoms ThoT,

PUEERIIEEN TH O . MIC 1 ORE THRE AR b iz,
( VL2 ()1EREML - ERBERF ) OHAZSH)
QERZEWERAE LT, vavy, 7F 74 T7F% 10—, TEERLEEEHMMIE (Toxic Epidermal Necrolysis :
TEN) . RFEKEIREWAE (Stevens-Johnson JEMERE) | &, QT IEE., =M (Torsade de pointes %
wile) | oERREE. BEMEE L. BUENTK, ITRREREE . R, JLMERIEAE, BRI BRE, WP i
i /NI | VB MERG2%  AFBRERVE 2% | (N R 2 55 oD ML A 2 £ © TS 72 R 2% . BRSO BRE L A i b |
TR L AR ERTRSE OREREE . EEL. A, #1190 OFEORFHER | @B M A HIE R ) E OBk,
KEWRIE, KEWARAREE, REMHREESHRE S TWD, (VL8.(D)EXLEMER & MEAERK | OHEESH)

3. WaDHFFHHFE
DUV AR7a Y v mFEFHTEN Y 7 500mg/100mL [DSEP)] MOV AR 7 v ¥ 0 ST 500mg/20mL
DSEP] (X, 7 7 ¥ v FEREFHE/S Y 7 500mg/100mL K TN7 7 v MeEEHHTE 500mg/20mL & JF3E,
WA, BLEFIER OREES TN ZNENFH—CThd, ( [1.1LHARORE OHEZEMR)
@)y Z8FNT, FERARHCAHRT S 2 L2527 LI v 7 2/AFITH D,
@)1 TOBANL, RMERAICTH Y | AR, 5% 7 RUBHESFHROM 5 FRE QR TA % 24 FERLIA
ICEHAZED RN EBRHERENTVS, ([VeEFIDREEHETIZEITAREN OHEASR)

4. MIEFERICE L TRAMI REHMN
WEMHICBET 28, SEERHEET A N7 4 %

RMP

BMOY 27 g/MEIEE & L TERR SN TW D EH

Feifl HEE D A KT 4

AR PR b oD B 5 o TE O

2 2 > 2 :hf
1$ 1$ 1? 1$ é%

5. RREHRUVRE - A LOFIRER
()AEBEH
A Lg



1. BT AEH

()& - FRLOFIREE
BN ANA

6. RMP O E
A% L7



0. AFRCPEd 5IEH

Il. ¥ HIER

1. BR5E4
LF £
VAR T v X4y fiili#EE/ N 7 500mg/100mL [DSEP|
LR 7 v 4 2 sl ##E 500mg/20mL DSEP)
2* 4
LEVOFLOXACIN 1.V. DRIP INFUSION BAG, 1.V. DRIP INFUSION DSEP|
()& FFDHEXR
WA PR 1749 H 22 H SERFERSE 0922001 5] ICHESEHRE LT,

2. —fkB
L & (&%)
LR m kR (JAN)
(2F % (@diR)
Levofloxacin Hydrate (JAN)
levofloxacin (INN)
R)RT L
F VYU AfERPIFE S © -oxacin

3. BEANX(TRMERX

HiC_ '/CH:E
N/\ O/\‘<H
(n N
| -1 H20
F CO:H
O

4. RFRRUNF=E
433 0 CisH20FN3sQ4+ 1/2H20
4y 1 370.38

5. t%%& (&R XIEFEXE

(35)-9-Fluoro-3-methyl-10-(4-methylpiperazin-1-yl)-7-oxo-2, 3-dihydro-7H -
pyridol1, 2, 3-dell1, 4]benzoxazine-6-carboxylic acid hemihydrate (IUPAC)

CEES

6. BRG. A&, KBS,
LVFX



. A4 5 HH

. BExhE7 289 4188

1. MEEEHEE
(1)5H4R - IR
B A~ RO UIRE RO K TH 5, KTk > TR ICHEEARIZR D,
(2)BfE %
1) &EBRBICXT HBME
FEfE (100) TR < KU AZ ) —LZRREEITIZS K, =& 7 —/b (99.5) ITEEITFIT< vy,
0.1mol/L HiFeakik Il s T %,

- VR A 1g ‘ff‘lﬁﬁﬁ“é DIz
(AR X 55H) I 5EE (mL)
i3 2 (100) W7 v %4
7K REIT I W % 60
A K ) = RRFTFIT W %995
x & ) —/ (99.5) Wiz » #7200

2) &% pH DKBRIZKT HBMBE Y
LR 7\ 3 2 K FE pH2 LUT TIEABISE AR 250 U, pH2~5 TIXEHEN 7T b — D% ih
WA RS, F72 pH6~T I CIEMEE I — R EH L2 %282 L, pH7~8 TlEiFE 24mg/mL @
BIRIECdH D, X5 pHS LI ETIZAMICIRMREN EF+5,

(mg/mL)
400
350
300
250

Z 200

= 150
100
50

0 1 2 3 4 5 6 7 8 9
pH (RITERE25C)
Q)BT V
FARHEEE 11~93% 2B W TR IR R S 2o 72,
AR (HER) | R, BER
Al R 226°C (40fiR)
(G)EIEE R TR
pKai : 6.11 (I ARFVE HEE)
pKas : 8.18 (BT VD 4 fiDEH, WLk



. A4 5 HH

(6) P ELfRE D
VAR 7 m o ki, PR ClEkE O S EEE~m W BITEE R LT,
INE] HikkE, KiE

0.1mol/L % 0.003

pH3 (Mcllvaine buffer) 0.002

pH5 (Mcllvaine buffer) 0.004

pH7 (Sérensen buffer) 0.553

pHS8 (Sérensen buffer) 0.242

7k 1.022

(B8 - n-A2 % /7 —, JERE : 37C)
(NZ DD E A REE

1) pH
6.8~7.6 (0.1g. 7k 10mL. H|EIEE 25°C)

2) thbhERE
(a) 3:—92~—99° (BiAMicHHE L=t ? 0.1g, A% /—/L, 10mL, 100mm)
SMLDORFKAICHRK L TEY , RFKBFFOREIZ, VAT v X4 2 0 OFiBRAEZ 7 i X B
Hricky SEETH L Z &AL TS,

2. AR ADEZREHTICETAREN
(1) BEEHTICETAREN
VAN T\ e B O LR IR M ONBEE L6 LTI E T 5 28, JEIRSHIT LT I ARIRIEE TIdB e L,
IKESHCIRBE TIX R DI ERR LANELE Th D,
EXREARGRIRAT D56, RIRT3FERLETDH D,

TRIFESME ErI {RAFTERE WO
MR TR = =k 36 & A BT 2R () Eiela L
moE OBk 40°C/75%RH 6 » A AU ZF L4 Eiels L
o HEAFERAT T AR Al 7
50°C 60 H (k) {7 L
25°C/75%RH 30 H Ty —L (R 7L
P Hﬂ;oc’(:\//gz%RH 60 H 4;:; :1;% I/w/% il L
FARDE GO0 1 gy | MEEITTAE | s i g
2 |
EI““;CI (25%)&) 10 A v —L (B EHEPFRE O BIZER
f =772 |
L 30 Ok Elerst
" U e P A o
o 40C T PHL | (0.04~0.05%)
g | MERESATIAZ T oas [ meaL
K i (REMETEAR) -
\7\ 7w ﬁiz Ho N-A %51 FERARR
®RE p (0.02~0.03%)
ey fid s A pk
ENEOE (5001%) s xa | SV IME (1.6%)
= 3H KT fii A F L1k (0.3%)
i " U7 U4k (0.3%)
N-A %44 K (0.1%)




. A4 5 HH

(QEFINRIZ K DERY
1) KBBRRUVEHBESD
D1mol/L HERIZIAME L (0.5%1E#%) . 120~140°C T 16 BEREIINBGER L7 #k 8. BLRBEISHH Sz,
@1mol/L /K&t b U w7 ALY U EREER (pH7.0) IZEfEL (0.5%1AK) . 120~140°C T 16 Kl
IBNGRGE LT3, 3G shigh iz,
@AZ ) —=nBDWET v aR )L LMTEM L (0.5%%H) . 80~90°C T 8 IFIMNBGEE L7223, 7o fif
NSV A WALl
2) *
Britton-Robinson #&fi% (pH7.0) 2R L7230k (0.1%. 0.01%) (&, #2Y64T (25001, 25°C30 H
M) & MRS L7ofE5, oot (DR VR, LA TR, T 2 AR N-A 91 RK) BERK LT,
Flo FEEEITREIT O LR T v R YU UREIKE L, LR 7 m o LKk 0.1% 1R TIEAY 160
7 Ix-h BB C LR T a0 2 AKFIEH 75% 1280 L, 0.01% IR T 1% 28 Lz,

o} o) ol
F:EFKJ F. COOH F:qﬁ/cocm
[ | [
N N N N N N
Hac”(\; \‘)VCHa HaG™” ‘(‘C;%' © \)'CHs HO “)‘CHg
[Cegan: L] F 7 AR D1 S ER-2
5 i BE AR SRIL E LR Bt A F LK
o) 0

F. COOH F CCOH
I I
(\H N (\N
H o)
\)‘CHa

N
He” HC™ ) “') O\)‘CHS

(o]
53 8R4-3 H5 R 4-4
SFAPI N-A 44 ik

3. AL OMERHEE, EEiE
ek B TR 7o vk I2ks
EOE OECHRE TvART7axd ki) 12k



V. IR HA

V. 2HI|(ZBHd 51EH

18 ®
(LFIROX R
P
(2)BEI D IMERR UHER

W 7E4

PR

500mg/100mL [DSEP]

LR T ax¥ o v SilE Ny 7

A~k A O

[ Nl = S R S ) R E
500mg/20mL DSEP]

A~k AR O

(3 A —
Y LR

(A HFI DM
R b @éﬁﬁgﬁm)
LR 7 1 4 o i iE
/Sv 7 500mg/100mL [DSEP) 3.8~5.8 1.0~1.2
LR B L ~ .
500mg/20mL DSEP| 3.8~5.8 0.9

1) ARfdh 20mL AR AER 80mL THRK:, 7ok, AR LARWEGE, RGOEETELITN 0.3 TH D,

(5) % DAt
LR

2. HEIDHEM

LVEHDES CEERS) OEERVHMHE

HRIEA4

ARG

wmz

LR 7 o 543 o s

13y 7

23w 7 500mg/100mL DSEP]

LVARZaXxY o ki (BF) 512.5mg/100mL
(LARZ7oFH¥ oL LT 500meg/100mL)

bi=¥ (ol RN
900mg. pH FHHiA

LR 7 o 543 o i
500mg/20mL DSEP]

134 7

LARZ7axdv kil (HE) 512.5mg/20mL
(LRZ7aFH & LT 500mg/20mL)

pH FA&iA

QEREFORE

S ERE N v 7 500mg/100mL (1 BedH7-0)

S ERE 500mg/20mL : 5%24 L7

R =
FARANA

3. ATARRODEBRRUVEE
AR PRI

4. 71 f@
A% LR

: Na® 15.40mEq, Cl° 15.40mEq




V. $AC

B4 25 EH

. BAT DETREIE D & 5 IR Y

B, 0.1%LL EIR AT % ATHE

PO & 2EBIE IO FRIE R BRIE S T D

FDIENT, BHIFIZIBAT KM E LT, LTOIEMRBRHINTWS,
o] 0 0
F. COOH F CQOOH
[ I |
KW N N N N
G/N"J O‘/J'CHQ HaC” A0 CHa AN O\/J‘CHQ
5t ok B 4 i AT 3. Bt A FILAR
0] 0
F COOH F. COCQH
| |
(“H N N N
e O‘/l"CHs HﬂT/E\/J RACT
T UK N-F X454 F{K
6. WEDEEEHETIZCBITH2REM 2
Ny G RE| DR EMRER
T EeE Sk EEI BE RAFHAM mOR
EHIR TR 25°C/60%RH TIAF TNy 7 A+ HAED 36 » A e L
JIBEE 40°C/75%RH FISAF I Ny s aLHED | 64 B ikl L
wilE AR (JE) | 60% TITARF IRy J AL HED) 2% A 7z L
- s pH - EEOIKT
viese | 256°CI60%RH | 7T AT I8y T 120 i lx + h SR ORI
AR OO | pes s (Z200W - h/m?)  |—
TITAF v IRy T AL A 2L
REEE MR, MRtBr, 23Tk, pH, MERER (EEYE) . = F vy, R, /1A —
AERMERY), ANIRVERORI 1, R, S8, Aok
a: T TARAF I T 4L, I b FOTTRATFT VI T 4N
N TILEBDREEAER
=B (e SiE AR PRAF IR iR
R AR 25°C/60%RH H T ANA T L D)+ L 36 # f b L
JIIBEEEEN S 40°C/75%RH BT AL T L D+ HRGE 6% A 27z L
AEEEER (EE) | 60% H T AL T L D+ G 2% A el L
T ANRAL T LD SERE P E DM
s " 25°C/60%RH Al T 4NN DTHEST- | 12051k h "
iR O D65 77 H T ANAL T ) (=200W - h/m?2) Zfes L
W5 AL T L D+ A 7z L
REEE MR, MR, pH, MERER (EEWE) . = R vy, EREE, ®8AY—E REEREY.

REEVERORL -, B, &R

a: Mt TT A

ALk, Fy v

b: FEOTTAT VI T 4 VA




V. IR HA

<NA T LVEBDFREDREM>
AL & LT 24 ReILINICRL A LD 220 2 L B3 R STV Dl 2R 7,

W o | o | @n |
KEARE 80 5 250 13.5
KGR 5% 80 5 250 13.5
VU X -T1 Sk 80 5 200 11
VU & -T3 Fiigik 80 5 200 11
7Ty IE 80 5 250 13.5
777 w7 Gk 80 5 250 13.5
X R R 80 5 - -

BRIESAE Y, =IE
WEHEE : R, pH, & 8&%

VL1 @R EDZFE] OHEAEZMR

7. REERVBREOREN
HERRARFOIE
(BFI &)
AR A & BLA LR, TRE, IREBARD DN GEICE, &5 LR L,
(NA 7 ILELE)
AR ECHRT 52 EREE LV, 2k, RRZITEHSHIERT 52 &,
( VI11ERALEDFE) OEEZSMH)
BREEOREN
Y LR
NA T NVRFN ORI DL EMIL LG V.6 HBIDBREBEGTICEITIREN 0HESR

8. fhFlL DEEEL (MEILEMELL)
Ny TELED
[XIM.2.ZDMOBEEER omzSM
(N1 T ILEH)
FTRAEIE & ORAZIC OV T R V6 AFDEBELHTICETIREN ) OHEESMR

9. AHM
AR

10.5%% - %
AEENBRELRSE - A% NENVEREEES - QRCET 515K
Y LR
a %
(LARZ7Aax4> 0 qiEgsiE/\v 5 500mg/100mL DSEP] )
(100mL) 10 4%
(LARZ7Ox4> > =i#EEsE 500mg/20mL [DSEP] )
(20mL) 124 T



V. RANCBEI DIHH

QR FEBEE
Y LR

LBEFDOHME
LARZ70x49> 2 Ei#ERE/\v 5 500mg/100mL [DSEP]
Ny T TTAF T T 4N
E =N
LARZ70F%49S 0 Si%#RE 500mg/20mL DSEP |
NATN a7 T4 NVANTEBST-HT A (M)
BdAa, vy oS

11 BIB RIS 1D AHE
LR L

12. 2Dtk
FE L



V.

IBFRICBE 5 IHH

V. JREICEET HIEH

1. SEEX (TR

G s B )

LAR7a X ANEEO T RUKER, VoV ERER, MRKE, BRERE, €72787 (77002

Z) ~AET—V AR RIAWE., KEE., F7RAE, XTFTRAE, Ve E—g JLVT VTR, =
vFunyA—JE BT FTR. TRTIRE, EANRT - BEAH=—, FTREFUVT R, XA MHE.
A TN YHE, FEE, TR IR EZ—Jg, LU RTR, T TR, BREE., X7 A MLT
favy B 2ABE, VAT IB. QB Xy TFT (27T - TINARXT4) . NTFTa—~<rI3IV7 (/7
VT hTFavwT 4 R) MR IIIVT (VTFIVT s =ma—F=x) | fikvAaT TR (w12
PTAw e ma—F=xI)

G E )

MG - VG R OVFANAISE O RIS Iifige, MRVERFR GRS O e G, LS. BEE R, AR (B
PRIE, BPEAE) | REER LR (RISBAR) | MRS, MBEER. IRER. BT 7 A, "TF TR FENK

Qo FEMBIHRK, RIE. ZVETE, <X M BRIE, Q&

[ZhRER IFXN R DX EIRBL]

EPNIC B W TR SR YYE R E 26 R IC LR 7 a3 20 1 B 18 500mg % AiEiiE L7z e R 0% T L
FNHERRRBR OFE I, EEBIGZHRIL [V.E.(7) VEBEINENE) O LBV T, IEEMMEZE TPk
S OMBYERFIRZRIRZE O “RIEG D ZENZE I T, 0% EOFIEP R SN, v~ a7 T A<k, 77 I
THig., VUOARTIRIZONTL, EFEITD RN E DD T X TOREF THEZ Th -7,

(ZHEF T D ZNRE ST FB MBI, B IARGER & U CIRBSRYYIE 2 x5 & L7 BIEA L biaER, [F U<
SEMFHERER & U CHOVR BRI YR E | MEIEYLE P fm N BHEIBURYYE . AN < R E BRI I OVE IR D &9
BEFEEZNGE LA —7 0 7~ il 4 SRR Sz, FERIAEIL [V.E(7) D)EENEHER) 0L
BY T, INOERKBCEEME L3R 80% L EORGEN bz,

T2, VAR T oYU U ERFIOEMBENARIT [V.E(7) QBEEREHELAE, 0LBY T, LAR7axH)y
> 1 H 118 500mg #% 1 #5102 L 5 BB OFEREREHARE LS E L L CRid L,

pF 7 AL RTFTAL R, ZTETRE, XA M, BRIE, QBUTOW T, EWNFIER DGR T 720 R
ThHhdHIEnb, A7 XH o U EHRACEN TORKRBRIZEM ST Rnas, LR 7 a0 o Al
CIRFEENRREECHL LA T e U008 (18 500mg, 1 H 1EREROKE) OBEISETHDLZ L,
ARFN OB TR E LTz,

MEER TP RIZEET B E
BREEN TV

RZERUVRAE

(Dﬁ%&Uﬁ%@ﬁﬁ
WE. RAZIZLAR 77Xy 0L LT 1E500mg 2 1 B 10E, # 60 4B T CRElEHET 2,



V.

IBFRICBE 5 IHH

QRZERUVRAEDRERE - BRI

WM WT, LR 7 X3 o U ERAIOFEERNE R O &I 1181 500mg 1 H 1 EIEGTHY . ZOHIME

K OLZEMEIIASRBD LN TN D, £z, WA CIL 118 750mg 1 H 1 [F#EE-H 5L 1R 500mg 1 H 2 [A]

Beb-o FIE KR O &2, Be G- W O FifE & 2 WVIZEHEMERIYE OTER 2 B & L TR ST 5, ARICE

D LVARTm Y UERFIOER EONEDT & TEREREGYE O ABLiaFRIC 1T 58 —8H0E) & L7z

FEBKL, Mo H THFERBARTIC BV CIE 17 500mg 1 H 1 A& 52 LA 7 v 4o U3 F O

RS L L CRE Lz,

FERER N 2 x5t & U7 Je 38 i O BRIRSEFERBR . M O gR e B3 & kPR & L 72 e S OB R RBR 2| 1 [1]

500mg 1 H 1 [BSGEEECIT oo/ R, UTOFER/ERINI-Z LD, YHELCHENZY TH D

EHIMr L7,

1) MR RRRYME R E AR L LI-ERNTER S 2 BREROBKEDE (B23) 1% 93.0% (fififisk
92.8%. BPEIEILBHEZE D " UIRY: 94.83%) ThHh o7,

2 WHENTWDEZ NI TV F MU wakf L, 7 R 7%V 0) ZXRIEETEANOL
BERBRICIWNT, ARMETITEZ MU T HF Y ST 2 VAR T o x40 OIS MHERBEES v, ZaEMET
TEERRBBRICBNTLR 7 e ® 9o U8 53.7% (73/136) . 7 b U T7F Y U 56.9% (70/123) &
FIERIECH o7z, K EERRLZEMEOMBEITFEO bivd ol

3) AL, & IAR KR OV IR R RBR IC B\ T PPK R O RHEE 2 W TR = L Ic K pEhge <

TA—HERH L, MREKEZREF & LT PK-PD B2 E 2 TRpf L7, MR YE R 1ok
1} 5 Cmax CE¥ME) 1% 12.24pg/mL, AUCo-2s CE#IME) 1% 87.65pg-hr/mL Th - 7=, Hidifidk, @M
WL AP S D " REYIE 2 it & U Te — IR R AR BUBR CIRIRE & U CorilE S 7o AR ERBE O 2R3 L
FNEEMT D X512 AUCo2a/MIC 73 30 LA RICEZY ¥ 2 Wik Bk 2 IR K B & 3~ 2 g o FI& 1%
100.0% CTohofz, ZD I ENHITIREREIC X 2 EYPERE TOmOA RN MR S 7,
FElZ VAR T X ATk B MR ERE QMY CuaMIC 28 5 L ETIIRO o Tz & O d
N5, MREKEZ FRIKEICETHHRE TO Cna/MIC 28 5 LLEIZEEY 3 2 #858E OEIE 11X 100.0% TH
ST D, UAELK O EIL, JRREEOMMELZIHT 2 2 L RHfFCE 2R EGETH D LS
niz,

4) ZARMTIE, QT/QTe MIFEIC KT THEIZ DWW T HARNDORERER A (Ffh . ﬁé%ﬁﬁ)%ﬁ%’@ﬁ
L7l Z A, LAR7rXxH i 500mg @ 60 57 A FHED HEIE 5 T3 6 2272 QTe MROIER I
ORI,

SRR O W TR, R OIERER R D LR 7 e AR AR G XV IRIEZ 5 & 2§
AREMEN B ETE WD &, FA CORRKRIERE & LTH 60 2 MAEE CERRMENHRE ST
MoloZ EMB K 60 T TRRICRF#HET 52 & & Lic, #IRNGEER S LoG6a OREMEITHER
STV,



V. BICEE 5 HHE

4. RERUVHAEICEET 5FE

7. BERUVHAEICEHET $FE

(GheesL @)
7.1 BHEBEAR T B Tl WL R ENEHET 20T, WORELROCHEZ A% E LT, LEIISETRE
BEHL, REMBEZ2HTTERSTL2ZENEE LY, [9.2, 9.8.2, 16.6.1. 16.6.2 ]

BRI LT TF=0 2 T TR . N

(CLer) f (mL/min) JHE ROV
20=CLcr<50 #H 500mg % 118, 2 H HLAK: 250mg % 1 HIZ 1 [B5-32%,
CLcr<20 #IH 500mg % 1[A, 3 HHLIKE 250mg % 2 HiZ 1 [[#5-4 5,

(BF IR, INSFITR)

72 LATZrXH L LT (BAOFCEH D B2 ZGAICIIROAOREHM L ED) 14 HEEEGT5 2
ks

(IRIE)

7.3 RIADIIE K OHEROIHNIZIX, BRMNESEKGT (EMA) 2860 HEOBL ZHE5E L T\ 5, SER2EAF
L7z8%aicid, OGOV EX5Z L,

fi#ah

7.1

7.2

7.3

EHEREDME T LTV 2 B Tl AAIOMHPIREN EH-$ 5720, RIEICFEHEOBHEERESE ORE IS Uk
MEKROHEZ BZIC L TREE, KEMREZMETT 5 2 &, BREREE ORENIHESRE S 2 MiELOH
BTULART7oX v U ENAZRE L2556 O3EMERE AT A —4% (5 7 HBIZEIT D Cnax LT AUC-
2an) VI ab—ra LSRR, BEEBETEAEFICLTRED LAITRO AT, &5 7 HHD AUCo
2an [ FEBERE IE T (1 500mg MU R EHE L7258 & RERETRBO bhrnoiz,
( TVL10.()B#eefEEEE ) . VI10.QEEE) . (VI.6.8)5#E OHEASM)

PUEIEEROTA KT 42 (2005 4F) IZBWT, BT 7 A, NTFTRAIH LT A RF ) v R ok
HHIME LT 14 HRIPAHERSN TS Z EMORE LTz, 2B GTFT 7 A NRNTF 7 2AOWEHRGIEE LT,
TR Y 2Rk LT2H AT, AR D LR 7 r 4o ok n#l (1 500mg, 1 H 1EREA#E) ~
DU FZPBES D, ZOHELRAAOKRGHMZ GO T 14 ARSI,
2002 & 7 Jza i & ivi EMEA/CPMP (3L EMA) A #2 2" TEWT, BRILISHT 5 LR 7 m v
> OHESER GRS 60 AR & STV D Z L BREIE LT,
Fo. KEEFHE R % — (Centers for Diseases Control and Prevention : CDC) ®D/3A 47 v %tk ~
7 (1999 4F) 2 Tld, BYHMBREBEHOFIE TR E L TRAZ A n X o VEBRHERI LTV D, RILE
(SRS U725 B, IRINE 1 B D 8 A OHEIACTH V| IO LIRFERIC L > THRRDNB, FH 5
A& SN TW5D, D7D, BHIDBEE S L2 FTREMER @ DI, RILEREER OB, & ORI A
ICEDEERIEIRDFIE L TV AHEBTH Y Z0RIFL AR 7 e X0 UROF~OU Y B2 BNEESND Z
EDPBRRE LT,
*1 : Guidance document on use of medicinal products for treatment and prophylaxis of biological agents that might

be used as weapons of bioterrorism (EMEA/CPMP/4048/01, 25 July 2002)
*2 : Bioterrorism Readiness Plan: A Template for Healthcare Facilities CDC/APIC




V.

IBFRICBE 5 IHH

SRR
VEERERT—%/\y 5 —3
=24 IN Ra 75hl o SN gé%
KB 5% toomtt | et | 017 o=
e, Tatoha
5 IS W G | o | o || (T~ AR Sl (o
(SR ) | B . LTI RV AR LT
=T Sk IR
AhME A ¢ e =
wm T e |t | | o | o [T, ate RREORE
(WP B 3R 50 — YL T . B
” 0% VLR ORI TNE DR
(Fisk ) (AN, HA) M) B
B (7 A WL 2 o O
5 1 R WERER A e | o |mEORE
(B E) (HAA) (E{ES{L. 75+ R, HE R
KBR)
T L. % R O EIE DR
- -
S T (P B %ﬁiﬁ?ﬁ — | 0 | 0 | GAFvL. Faxy FLomMEE
FI. M AL, 20 A S, e
7 EBR)
" LR . et T PR R
VESHED OIS AR %ﬁiﬁfﬁ ~ | e | © | 3AkEE. WELL. 7T uRk
B, MR LR
o QT/QTe Ml O 2Ot
QT Bt §*§#§%§$§§§ | e | @ | Chmgh. miERL. 75 ERE.
> PR TR U m A — =ik, EEREGRER)
R E PERATRE T T IO B A B e
A Rt RN, | o | o | TS LTS O
URREL R | SOHEPE T T 2. MRk BleA—T 5L (EER) Kkt
a2 PEIF 5 AR - SEDAL 5 AR S)
SRR ITE OME - . %A R ORIl - R T
45 B mEroFEAEo - | o | o [#
UL RHRE) W) | R (A GRS 3~14 AR, SENALE A3 L 14
PEARZE S . SRR ) HRE#% G, +—7 0 5~
T Bl ) FHABRIE (7 . %AV ORI - PR T IO
Py e TN, FEMER| © | © | © | (GEHAs~14 BE. EOAL AL
AT %) 14 A G 4—7 2 5~ LRER)
P REIE (MR R 0% Ao (1 1 5
et e [N MR O | o | L [EReto . i a~7 AL
SeE) o %(%-@ 7FIVT DAL A3 L 14~21 AR, A—7 0
i 1) ) 5 <L)
P TRE PR TE (2 . %Al ORIl - TR T IO
A (BBNAERAERIZ| © | © | © |3 (1F1EES. 3~14 AR, 47>
R Lok EET) ) Z ~LEER)

© : FHEE —

: JERRETH A




V. BICEE 5 HHE

(2)Rf PR S FHEABR
1) BRFEHOLXLERUVEMESEORN (BEalk. T7RxB. BERLEKER)
H A M B R A B 40 B2 LR 7 1 432 2 250mg. 500mg. 750mg., 1000mg % Hi[al i ##1E (250mg.
500mg 13 60 77 [ A, 750mg (% 60 43 3% 90 43 [ A, 1000mg 1% 120 43 [FAH) |« £ 72 A AR
A FBYE 8 BN LA T v FH 2 500mg & HELAREFFE (60 oM AT Lz, ToORR, MBEERE
FHEZIRD N TZEM, KOABRERHER SN,

~

) AFOER SN HAELOAREIZ., EE, AL R 7920 L LT1EB500mg 2 1 B 1E, £ 60 55H0

JCREEET 5, | THD,

2) R1E (7 BE) HBE5HBOREMRUVEMEEO®RE (BIEAL. T3 RNE, BERILEERER)
BERERR A BE 24 Bl LR 7 430 500mg T 7 TR EZNFH 6045725 T 1 H 11E 7 HF A
B, HOWELART7 XY 2 750mg 7 78 REZNE 90 43T 1 H 1A 7 BB ASRESEE
L7e (BHEZNENFEIKIBIXROT TR 3H) . ZORER, FEHEE 18 filh 8 BT IEHTERALALEE, E
ST % 9 FERSUTTESTEBALIETR 33850 HAVTZ A, WO S & MALE TEE L7-, 500mg D 1 41T
R DAV EEOERERALE 9 FERASMNE, SRR SURIE T R TRE Th o 7o, HEE ORI E
D PRI K OB FE DT SHEALALBE NGB8 HAL7e 1 Bl CILERT O W CRIEN H 1 Stz 23, oo 7 6 Cidk
HHEGNFRE T 7=, B, 7T R TIIAEERITRD LN T,

DER, N2 A | IR ICERRICIE L 2 2B ITRBO bR oTe, LTER-> T, B8
PREICE KRBT <, AEMIRETH D &M L7,

) AFoOARENT-HELOHEIZ, EE., RAKIELR7ex9 0L LT 1[E500mg 2 1 H 18, # 60 430
FCRIEFHET D, | Th D,

3) GEFIEMIRIG. REM. EVMBEROKE G HMKRE. EFAlL. T7ARMR, BER. LEKHEAR)
TEFERRC N 48 Bl XI5, VAR 7 v 9 o ISR O ERR . SRR, SRR (60 3% 120 43fH) %
2%, 1181 500mgl B 1[a], 3 AMIMEATH®EG L, EHEALIG, 2V, KOSy EiRE &2 Bt Lz,
EHRENLSSIE, VAR 7 a3 B bmg/mL T 60 3 i G- Uiz 5% 7 N BFESEEE 9 i, AFE
BHWEREOBIOH B, T 86, 9BNTHI LTz, EHAEER TLAR 7 oo U REEZ Y3 HR
L 60 7y milErE L35 & 9B THIC, 7R L7 iESRR & 120 0S4 25 & 9 Bl 6 Bl S BB
FOSEEL LT,

LR 7 a4 o LR O VRS SO T AL E L CORIRERS T 80 A LINICIZIZEE T 2 —ltEo b o
f\ﬁﬁﬁf@éﬁﬁﬁﬁﬁﬁwﬁﬁﬂﬁf&b\vﬁ7u%#y/5mmgﬁﬁ&5®£éﬁ&@%§
PRI o T,

~

) AROARENT-HELOHEIZ, HEE, RAKIELR7ex92 04 LT 1R 500mg 2 1 H 18 # 60 5[0

O CAEEEET 5, | THD,

4) QT/QTc MR UREM DR (HEKRS. BHE®R, BFAlL. TS5 RAEB. Yy OXA—/1R—i%)
TEEE 72 BRABBRE 48 B (B AT v T EIEK B, TR 3B, 4 A7 v 7 TFH48 ) xR, LART
7 X2 2 500mg % 60 432 TAREEEREO QT/QTe MIRRIZ x4 % B A et L7z,

ZOFEFR, LR Z7axY 2 500mg HARNERE 53 QT/QTe FIFEIZ KIE T 1EAIEIS < . DR /oM
%t U CHRIRIIC A & 70 2 BB 3/ S &l L7z,



V.

IBFRICBE 5 IHH

5) LARZ7AFHS UESHFRSHOEYEEICRIZTIOAFOU, TAORRY ROZELTRTT HEREE
HEBR (DAFDY, TARRY FEOEMHEEERDERE., BEALL. 7 —TU3ANLE. 282800
AFA—/N—i%)

RN B 24 FlZ2xtge s L, LA 7 v %o Al (500mg/100mL) % Ha# 5. (60 43T T
TEE) XX AF VU RONT axxy KPR LI2GG 0 R e, EpBiie s s L.
EHENREDOAGEIT [VILL.@A) )V AF T, TARRY FIZKBEE ] OHEE SR,
BEFRT, LA7ax b VHEMEGR, ROV AT VU T T e Xk y R BGRIZR TR E
RIBEL 22D b DIFRoTz, LARTZ X VEMBLER, o A F V0 I 7 a_xy RFHFGRT2
YRR ERENTRD NS, ZNHEFAOHAICELD LR T v v v oY ERED B xRtk
077 A K EREEL RITTHOTIE o7,

QRVAERGRRAER

Y LR

(4)RRAT MG ER

1) AR ER
Ot xR & L-EMAARKRRER GESMEMRIIRR)
j:l_if .

HHRICBIT D LR 7 a o UERBIOGHMEICE L. 87 N T7x Y oF U o sk (B

H B | &7 U7XV oF MU oA, DBETZ RUTXY 0, IBE CTRX) MHSHIZRHBIE S LIESHME
ERGEE, ROV AR T v XY UERBIORSNEEZ ST S,

N

Sy Shtia e, HAERL (PRBETR) | A= T b S PERGEEARR

) B | BRI MR Lk S ot ge GEERRFR 2 BR < MEMER )

gk B | WBRE 20041 (LR T a8t 1086, T R U TR Y RE L 92 )

LR T7rXH T 1H500mg 1 H 1 EEK 60 53T T RN S

B 50515 -7 NI TRV 1A 1g (Ol) ZUTOEMERICEFE L, 1R 2\ G- 4) K80 5T T
R EIRN R 5

T~14 AR (B, IBFEBNERSNEZES. b LIRS T ILOLERD AT, RBREO®RE

B o Lch kv e s L, )
* g RS hR
SHEER BGHRT /IR ORISR (A 2h=R)
al % - B GBAG 3 AR DERRMR (F%h=)
oy | CBRERE (BTHT IR T~ 14 HAR) OBRBR (%)
e - A ERI AR (T RER)
AACFIRIET R TR ERRGYIE (2B 2 FT UM AE S OIRIRFHIEE (52) | 22512, IR E
MO LB EE BRI LSRR E (A2 . TS | ST HEREE) OvPns T
EL. THD) LHESHIPREORGZAMRL LT,
BRERT HILBRURS5HIE 3 BROBRMNRHIEEE
HIE
H5 e HIE T HE
HRZRAIES iR <3TCITIEF FEE0 A AT 3 WAL LA R T
DN | [ W XA | 80 0% FICET | 23 boT 8 ME o | 2 o HE | RO
i A MR <9,000/mm?* |Z{E F THOWED 1 obEER | T TR
CRP RO 30% LA FICIEF | ARV HO
RRBEERORKNRAIEELE
o E HIEIEE
BB | WOREREGIAE TS A
W | RMEPULUTERD R L. OB 2 BB LERA
HEARE | B - B0 CHEDN T TR/ 5




V.

IBFRICBE 5 IHH

BRI, BT & OB R E T T HOTH Y, IR Y E ) LN L7 i E R A
I 0. FRE L HE SR ERD 5 Bk L EhRoES L L,
sy | FEEHEKOMNRELE
e H i
:g@ & B EHIANTIC D &N RN E M 5T/ PIERHC RS SRS . b 5 IR 5T
& R IARE « ST & 0 RS ERIRURA &&otFA
17 ot B 5 BRARTIZER D NN E N KRG T /P IERFIC B30 b 556
TR RE P 5 BIERT Eﬁnmww%htw\&5%7/¢¢%@&§ﬁ%%%®%@
R
HA7 IS

LTFORDLBY THY, BERKT HIERFOREK

T, xfRESE|

X B A PEDREE S LT,

BRERT /HIEEBORKSR (AoE) GEHEHEREESICKBDFHTE : PPS)
. . - e o FHHE (%) ¥ | FOHEROZE (%) b
Bl GE WA HERRE AR roso ] o | [95%E XN 0
LARZ7axH 8| 92(85.2) 12(11.1) 4(3.7) 108(100.0) | 88.5 [82.3, 94.6] 03 [29.3 8.7] 0
7 MUTEYURE| 79(85.9) | 10(10.9) 3(3.3) 92(100.0) | 88.8 [82.2, 95.3] ' T

PPS : Per Protocol Set

L B EWBIEL TR R CHIERRRIL S R B R <)
D LARTaX YU UHOENE-LT N T XY VO
CEHLELIC L A EEIX R

o SD

o

() NOHIEIZ%

d: BROZED SHEEM A KD, EHITEUCES < Wil 95% X M2 B L, FREA-10%LL Fog4e . FEdH:
PREES Tz & HIE LT,

REHIR 3 BERDOBAESRE (HEE) GFHEHEZRERIZEDHTE : PPS)
\ B . e | s B (%) O | HREDE (%) b
BSH Gk M| CHEREE | AR roso mim] 9| [95%S K] O
LARZ7aXxYo 8| 47(43.9) 57(53.3) 3(2.8) 107(100.0) | 45.2 [35.6, 54.8] 115 [-2.2 25.2]
7 RUT RV URE| 30(32.6) | 59(64.1) 3(3.3) 92(100.0) | 33.7 [23.9, 43.5] ' B

a : AEBIEL NI CHIERRRIZ RN HBR L)
b: LRTZ7axP L U BOANR—L 7 NI T XY UBHOFEDR ¢ EHRIAEIC X AEEXHM

() NOBIEIZ%

RIREEE (RERT HIE7~14 B%) OBEDR EDER) GHEHEZELRIZKDHE : PPS)
\ N . . . BHE (%) | HHEDE (%) b

SR Gk o | werie | oant | O o
LARZaxHo o8| 80(74.1) 10(9.3) 18(16.7) | 108(100.0) | 88.9 [82.4, 95.4] 5.1 (5.5 15.7]
7 FU TRV UBE| 6267.4) | 12(13.00 | 18(19.6) | 92(100.0) | 83.8 [75.4, 92.2] ’ R

a : AEBIER FEM B CHIEARRE R O IR0 R HBR<)
b: LART7uaxP T HOENR—L T NI T XY UBHOAEDR ¢ ERIEIC X DEEXM

() NOEIEIE%
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HMEFRR

TEOLEY ., S pneumoniae % & T e ZREYLIE D FE 2RI E 26 U CERER (FEEER) 2R

L7z,

JRRE AR CTOREBEERIE, LART7rd P BT 97.2% (69/718) . £7 MU 7% Y U FET 98.0%
(60/51 #%) ThH -7,

FRENENOBEMEERIT. S pneumoniae TIIL AR 7 a x4 T 96.3% (2612718 . 7~V

7%V BT 100.0% (26/26 #%) Tdo7-, H.influenzae Tix, LR 7 m ¥4+ U HET 100.0% (26/26

) . B RU TRV UBET100.0% (11/11#F) ThoTz,

BRI OFETE AL, PRSP (penicillin-resistant S. pneumoniae, =3V itEMRERE) T

LARZa XU VBT IR TR, E7 MU TRV VBT 2/ 2L, ~27 871 Rifit

P S. pneumoniae TIX VA7 v X% BT 95.0% (1920 %) . €7 MU 7% Y HET 100.0% (23/23

¥) T& Y. BLNAR (B -lactamase-negative ampicillin-resistant H. influenzae. B-7 7 % ~—E¥I}

FEAT BV UItEA 7 L oY) TRV AR 7 rd o URET 100.0% (1111ER) L BT RU T

XY UBET IR LR R LTz,

FRREEMNHEEZHHNR (BHAR)

N \ L HE EHAER (%) @
JRA] B Bh-#E NEPS 1Fit THe &t (95%(ZHE X )
o . LVFX 36 2 0 38 94.7 (87.6,100.0)
77 LIGPER N
CTRX #f 31 0 2 33 100.0 (100.0, 100.0)
LVFX #% 10 1 0 11 90.9 (73.9, 100.0)
S. aureus -
CTRX #f 0 0 100.0 (100.0, 100.0)
LVFX #f 0 0 100.0 (100.0, 100.0)
MSSA :
CTRX #% 0 0 100.0 (100.0, 100.0)
) LVFX ## 26 1 0 27 96.3 (89.2, 100.0)
S. pneumoniae -
CTRX #f 26 0 2 28 100.0 (100.0, 100.0)
LVFX #% 1 0 0 1 100.0 (100.0, 100.0)
PRSP™! -
CTRX #t 0 0 2 100.0 (100.0, 100.0)
LVFX #% 0 0 100.0 (100.0, 100.0)
PISP*2 -
CTRX #t 0 0 100.0 (100.0, 100.0)
LVFX #% 17 1 0 18 94.4 (83.9, 100.0)
PSSp*3 -
CTRX #f 16 0 2 18 100.0 (100.0, 100.0)
LVFX % 19 1 0 20 95.0 (85.4, 100.0)
~ 7 v A Nt N
CTRX #f 23 0 2 25 100.0 (100.0, 100.0)
L LVFX ## 0 0 100.0 (100.0, 100.0)
~ 7T A NEVES -
CTRX #t 0 0 100.0 (100.0, 100.0)
. LVFX #% 0 0 0 —
S. mitis -
CTRX &t 0 0 1 100.0 (100.0, 100.0)
e LVFX #% 33 0 1 34 100.0 (100.0, 100.0)
77 LatERE N
CTRX #% 19 1 1 21 95.0 (85.4,100.0)
. LVFX ## 3 0 0 3 100.0 (100.0, 100.0)
M.(B.)catarrhalis -
CTRX #f 4 0 0 4 100.0 (100.0, 100.0)
. LVFX ## 3 0 0 3 100.0 (100.0, 100.0)
K. pneumoniae :
CTRX &t 3 1 0 4 75.0 (32.6, 100.0)
LVFX &% 1 0 0 1 100.0 (100.0, 100.0)
K. oxytoca -
CTRX ## 0 0 0 0 -
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e . N HE - BEHER (%) @
JE{S H : " aF .
JERI BehRE MBS 1£#i b ey (95% (X[
LVFX ¥t 0 0 0 0 -
E. cloacae N
CTRX Ef 0 0 1 100.0 (100.0, 100.0)
LVFX ¥t 26 0 1 27 100.0 (100.0, 100.0)
H. influenzae N
CTRX Ef 11 0 1 12 100.0 (100.0, 100.0)
LVFX ## 11 0 1 12 100.0 (100.0, 100.0)
BLNAR'6 -
CTRX Rt 1 0 0 1 100.0 (100.0, 100.0)
LVFX ## 12 0 0 12 100.0 (100.0, 100.0)
BLNAS*7 -
CTRX ## 8 0 1 9 100.0 (100.0, 100.0)
LVFX B 0 0 1 100.0 (100.0, 100.0)
BLPAR’s -
CTRX Ef 2 0 0 2 100.0 (100.0, 100.0)
~at LVFX ¥ 69 2 1 72 97.2 (93.3,100.0)
s CTRX #f 50 1 3 54  98.0 (94.2,100.0)

a : WIRHEMRE ENT R REMRE CEIERRBIZ RN BRRS) CTRX: 7 hU T H YV

b : IEMGERIC X B 1EHEX

*1 PRSP : penicillin-resistant S. pneumoniae; <=3V ViittEMiZ%EkE (PCG=2ug/mL)

*2 PISP : penicillin-intermediate resistant .S. pneumoniae; =3V P MR EE (PCG 0.12~1ug/mL)

*3 PSSP : penicillin-susceptible S. pneumoniae; <=3V UJEMMiREE (PCG=0.06pg/mL)

*4 w7 a7 A Nk : CAM=0.5ug/mL

*5 v/ 74 FgzM : CAM=0.25ug/mL

*6 BLNAR : 8 -lactamase-negative ampicillin-resistant H. influenzae; -7 7 X ~—TYIEELET L ¥ U Uit A
Y7 B (ABPC=2ug/mL)

*7 BLNAS : B -lactamase-negative ampicillin-susceptible H. influenzae; p-7 7 ¥ ~—XIEALT 2V Lk
A 7N YE (ABPC=1pg/mL)

*8 BLPAR : B -lactamase-positive ampicillin-resistant H. influenzae; -7 7 Z~—XELT L E Y UlitEA
I HE (ABPCZ2ug/mL)

PCG: o=y CAM: 773 JRAu~vAv>r, ABPC: 7 vV

Z&H
BIVERREEIL, LR 7 a0 BT 53.7% (73/136 i, 223 1, 95% 15 #EIXM : 45.3~62.1) | &
7 MU T XY UBET 56.9% (70/123 f5l, 150 {4, 95%(EHHIX[#]:48.2~65.7) Th -7z, BEMIZEIF-3.2%
(95%(EHEIX[H : —15.4~8.9) Th o7z, ERREMEMIZ. VAT v 9o VR CHESEAALEE 17.6%
(24/136 f51]) . VFEHEALZ 5 FERK 11.0% (15/136 #i) . ALT #0 11.0% (15/136%1) . 7 hU 7%
Y URET L, ALT #I023% 12.2% (15/123 f51) . AST ¥4172% 10.6% (13/123 #iil) Th -7z,

it
LR 7w 3 o U IERFIREO R G T /P IERF ORISR (A2h3R) 1388.5% (92/104 %) THY ., &
T RUT xRV CBEL OFERIZED 95%EFIXH O TIRIE-10% % EEbo7c/zd, LART ki
7 MU T XY KT HHEENRFES NIz, VAR T v R A ORI ER A R
W bR o T,
KoT, LART7rHFH 2 500mgl A 1E 7~14 ARMEFIRNEGI1X. S pneumoniae % RN & 5 Jifi
Ruagte, RAOTHFM% GREMEMZE) o3t L THORIBRIERHIHFTE B2 615,
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IBFRICBE 5 IHH

@itk BEERFRED - RBEREEZ R E LI-—AREERAER (5% I 8/F M. Z2HERHFEZER)
Bk
ABEIFE DI EE & S U7 T A2 ST MR 2RI 28 OO IR GE B 181 Bl A kG L AR 7 m iy
> 18] 500mgl H 1 [B1Z55) 60 23 7T CafiErE Lz, Wakid, ik (A 277 X<fik, 77
IVUTHIR, VOARTMREEGT) BE 146 B, BIERERERFRZ (BMRE K, OVFE APEMRE
XA, RAESYLHRAE, PSR, FiARAEIE ., R SWE. BRIBYERG#EEZ, COPD. EEffioWd i)y o
WL B 35 Bl T 5, HEHIFIL, 7~14 HETH 5,

R -
FRERZh R
BERT HILFOBRKDRE (BsE) (PPS)
; . o Npa—— e Hih#E (%) ¥
B4 B 2 | EABE iy [05% (A ] B
PR ERRE (221K) | 173(95.6) 8(4.4) 0(0.0) 181(100.0) | 95.6 [92.6, 98.6]
M2 140(95.9) 6(4.1) 0(0.0) 146(100.0) | 95.9 [92.7, 99.1]
8 [ R FR9P 28 D
s 33(94.3) 2(5.7) 0(0.0) 35(100.0) | 94.3 [86.6, 100.0]
PPS : Per Protocol Set () NOEKMIZ%
a : ARNEERE R RATR SBRE  CHIERERIZ R BER <)
b : ERAEIC Xk BIEHE X
RS
BERT DLERFOMEZMHR (FHEKXE) (PPS)
; o . [ e FHAR (%) @
R4 HEES 1E#t HEAHE At [05% (] »
MR e E (221K) | 91(95.8) 2(2.1) 2(2.1) 95(100.0) | 97.8 [94.9, 100.0]
ERRRNITES 68(97.1) 0(0.0) 2(2.9) 70(100.0) | 100.0 [1000, 100.0]
2 P R BRI 25 D
s 23(92.0) 2(8.0) 0(0.0) 25(100.0) | 92.0 [81.4, 100.0]
a : HRBEEE T GRS CHIERREIZ BN S BRL) () NOEMEIZ%

b @ IEHLEEUC K D EFEXH

ZeMH
BIVER S ERIT 44.2% (91/206 #)) <. EREIERIL, FEFERACAEE 13.6% (28/206 f511) . ALT ¥/
9.7% (20/206 #1) . AST #4/ 8.7% (18/206 ffil) TH 7=,

PK-PD /85 A —%4 (AUCo2s/MIC, Cmax/MIC) EBGERZNE. MEZMEDOBEEN
JiiJe BRI % RN & 3 2 95 E 12817 5 PK-PD /X7 2 —% (AUCo-24/MIC X% Crmax/MIC)
R OVHE B 709 2 3 0 BEEL P 2 G~ 7z
EEPR BN OFHM AT RE 72 . MR EREE O S 7o B #ad 33 i, TR D33FAM AT RE 722 lli 2 BR B O kA %
3L TH o 7e, MREKEOMBEFINE (FEWRE) K OMRERE R HHRE ORISR (F2h%) 1%
AUCo-24v/MIC i CrmaMIC (203 5§, T 100% Th - 7=,
7B WRERE ST A ORI & 72 % AUCo2a/MIC 28 30 UL EOHERFE OFEIA 1L 100% (33/33
Bl) Tholz, o, MHEIHOBIE L SLD Cua/MIC 23 5 DL EOHERFE OFEIAIX 100% (33/33
) ThHolz,

& IR 220
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O - B

RERENRE LE-FENEERRKAR (ESMHREEAR) 0

FERANC X 2 TR EME & I S 7= 2P E R R (KO A) | ML T B 28 I OV M
fEpE e B 252 I (LR 7 a3 U 0 127 B, NRXT7 a9 0 A L VERIE*EE © 125 #)
FRRAT R LU AVAUBEIIU T AR T u Y o L RKT D,

T
THA

Zffiaedtlm], EIEMM, MAER(L, A—T7 2 T VLR

FehJ51k

LARZa XY 08 AN 1E 500mg 2 1 H 1E, K 6043237 T 5 H LSRN S
NRAXT7a P U8 EHAI1E 500mg 2 1 H 28 (5« 4) . 30~60 27F T 5 HIEAREEIRN
Bh

EEE b 5 HRER G TH,. BHL LR 7y o 0#l 11 500megl H 1% 5 HERO®RS
L7,

{2

< TESTFIRE T 1B oDl B ) 2 R
TEFFIRET /1B o R R B0 R

BECHER (B G T/HIE 5~9 HiR) OMBE IR - BRARZIR
SRENRPIFON D ETOHE (BERER)

5
(T

R B R 2 B3 5 B R AR LD 7= 0 DA R T A — 5 1 hi—) KO [Hii B E i o
HA RTA ) (CHEL L, [E 2P DA SRS 1 F 3D 0 I SR o> CHIE L. ARk
B OELEAHRE L,

Al R

HMEFEMERFIEELE
HooE | e
5% RE A <10* CFU/mL (&M F IR TiZ <105 CFU/mL) OEE
w EEA =101 CFU/mML (ZeE R TIE=105 CFU/mL) . XITIEBRIELIA OHEHIE~D
™ B GBS AT o oA
TRERIK B - BRAARIAE B AR A eV I 72 20 W B . I RO 2 M L T AW ERE, 8
PEBLIMIH T 210 E LT, PiREEOLHE - BNk G 2170l

I A

SR DN

FRE R OME PRI EELE

ALY

e FIEIETE

W g | EPRBHICID DI R 5 IR DIV R
SRR <104 CFU/mL THft s iciha

f # | BOBHIARICRD N A BRI b ARSI g R
B | RGP b o B S DA

JRRERIMIE AR E HR) o TR o THBL ouwFnachliEL, TEKR . e &H
ELEREO 9 5 HEK) LHE LEROEIG ZHRARL LT,

AMEMAMELREROBRIRHERE CEHAIRT /iR R G RH ER)

[IAESIES
DHIEH
e

o ) L

H 2h FTRTOERIERTER LT B

piii3 % WO BRIER AT, XIXIRBRIELN OPIEIEOLET « BN 5- 51T - 72 BE
HIE R HE SIGIREBLISMIRIT 210 E LT, PIEEOERE « B 5217 - - BE

BHMBEIZER. BHUEBERROBARMRHTEEE CEHART /b R UA R E )

HoOE HIE

G FTARTOHERSHE, IIREDNEYYERIERTORE E TlE Lo BF

w TRUIESEAE AT OIRIE E TUGE L CORVIRIRARAE, SULTRBRIELIA OFLERE O LT - 580
BEEITo B

HIERRE MGRBLSMHIRT DI E LT, PUEROEHE - BIEG 21T o s
Elo, MR LE LT, BEBEREXMNRIT, EHARGHIR S ORESREOHER 2 LG L7z, R
BAOYWrEAE L, 37.5°CAIM AN 2 H FERkE L7zt & Ly MBI T 1 H s AR 2 37.5°CRIi
W7oz & LT,
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) GESFIRT hUEBOMEFZMHNRE (AHE)
HERBET /P IEREOMEFRIROFDET, LR T7a X VBT 93.7% (119/127 ) | 78X
TaX v T 89.5% (111/124 f)) THY ., LARTZ7aXh o o7 a x4 o ikwtd 5 LM
WHEES T,

HEFEMTR
55 A% 2 [95% G HEIXH] P
LART7axy 93.7%(119/127)  [89.5, 97.9]
NRAT7aXH o5 89.5%(111/124)  [84.1, 94.9]
BREOREMZE © 4.2%9  [-2.7,11.0]

BRI O = =F W T S5 CHIERREIZ 0B HFR<)

S IEMRVTENC XD 95% (5 HE X R

LR TRXF Y UHOEE - X Ta X  UREORER

D BROZED SHEEMZ R D, IERATLUIEES < WM 5% EEXMZH I L, FIRMMENS-10%LL LSRG, IS
PERKEE S Tz & fE LT,

o0 oW

i) AR EROHEFNR FEHE)
TRRCHIEREOM A TN OFNRIT, LA X VBT 76.2% (96/126 ) | N7 x4
VEET 79.7% (98/123 i) TH o7z,

i) JESFHE T PUBORERENOMEZNIR (BHEAER)
VAR 7 o N3 E B FIRE ) L CEN B REE R Lis, KIGE., WBEKE (B, faecalis) .
JARARE 6T D EM AT, TRER LR 7332 VBT 97.9% (94/96 £¥£) . 100% (23/23
BR) . 100% (12/12#F) . /"A7a X4 U BETIE 100% (84/84 #F) . 95.2% (20/21 #) . 100%
(6/6 k) Th o7z,

iv) AR ERORRREMNOHAFMUNE (BIEKE)
EIRBOIRRHERF O e JRR R O BEH KRR, KIGHE. BERE (. faecalis) . MiZARE 2% LT,
ENENVART7 v X9 BT 85.7% (78/91#F) | 91.3% (21/23 %) . 100% (12/12 %K) . /XX7
0 X BT 94.9% (T5/T98E) . 90.0% (18/20 #F) . 100% (5/5 #k) TH -7z,

V) SESTHIRRT IR - REFIEROBRRKRUNE (F3ER)
BREEBOFERFNFE T /LR R OV ERF ORISR O AR, ThEh LR 7o VT
58.3% (74/127 #) &N 81.6% (102/125 fi) | /SX7 v &4 U HET 62.1% (77/124 Bil) K% T¥ 82.9%

(102/123 f5) TH o7z,
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REMNDOHE LR LERRHR

AT A h T i PR 2h SR
PR Be51E TSI , - HEHTF# ; e
R B U S U I
. 1 98.7%(119/127) | 76.2%(96/126) | 58.3%(74/127) | 81.6%(102/125)
o LARTEEY R [89.5, 97.9] [68.8, 83.6] [49.7, 66.8] [74.8, 88.4]
i A
SSAT A 89.5%(111/124) | 79.7%(98/123) | 62.1%(77/124) | 82.9%(102/123)
[84.1, 94.9] [72.6, 86.8] [53.6, 70.6] [76.3, 89.6]
. o 94.3%(83/88) 77.3%(68/88) 62.5%(55/88) 82.8%(72/87)
Vs L
R RTRIFTZAME ] 149 5. 99.2] [68.5, 86.0] [52.4, 72.6] [74.8,90.7]
EXEN . 87.7%(71/81) 76.5%(62/81) 66.7%(54/81) 84.0%(68/81)
RRAT7a ¥ Rt : : : .
[80.5, 94.8] [67.3, 85.8] [56.4, 76.9] [76.0, 91.9]
. o 95.3%1(41/43) 81.4%(35/43) 51.2%(22/43) 83.7%(36/43)
| Vs L
i&ﬁ RTEXF LB 1891, 100.0] [69.8, 93.0] [36.2, 66.1] [72.7, 94.8
%Q%% SR B 91.7%(33/36) 86.1%(31/36) 63.9%(23/36) 80.6%(29/36)
- [82.6, 100.0] [74.8,97.4] [48.2, 79.6] [67.6,93.5]
. . 93.3%1(42/45) 73.3%(33/45) 73.3%(33/45) 81.8%(36/44)
1PN >l
S R7RITVAH 1860,10000 | [60.4, 86.3] [60.4, 86.3] [70.4, 93.2]
B B % . 84.4%(38/45) 68.9%(31/45) 68.9%(31/45) 86.7%(39/45)
RRA 7\ ¥ Rt : : : .
[73.9, 95.0] [55.4, 82.4] [55.4, 82.4] [76.7, 96.6]
. o 92.3%(36/39) 73.7%(28/38) 48.7%1(19/39) 78.9%(30/38)
PN L
B RTRITLAH 1559 10001 | [59.7, 87.7] [33.0, 64.4] [66.0, 91.9]
RS . e | 93.0%(40/43) 85.7%(36/42) 53.5%1(23/43) 81.0%(34/42)
SATEITVAE N g5 4.100.0] [75.1, 96.3] [38.6, 68.4] [69.1, 92.8]

LB
TEBE : IEHUTUC X D 95% EHE X ]

vi) BRRMC T B E

A=A RBIE T R CHEARBEIZ R B FR <)

IRBRPAARTOMIR D 37.5CLL LOBEBEROEBEZXNG L LT, MAGRIGOND X TOHEDHE
BaIR Lz, BaREREROMHDRENEON L ETO AROFREIL, VART7 v FH 2 D
TTHIT3.0H, NAT XYL D 69 4T 3.0 HThH Y, HERMICETBD N2 oTe, VT

7 =AY =B O CGEMNAIR G MR IS L 2B ORI G2 EET D L. B

R7axH o BT 88 T7T% ThoT,

(%)

BRESR

— LAR7O0F S B (n=77)
- IRR70O0F YL (0=69)

HERERTII L

100
75 -
2
b
fiz 50
£
& 25 -
0 _
T
#54A
LARTOFHS VB atrisk™* 77
% 0.0

NRAXT7AXHUE atrisk® 69
% 00

T
28H
77
36.4

69
26.1

* REMRESFOR TGN EER

T
388
49

67.5

51
65.2

T
48H
23
83.1

24
85.5

T
588
12
88.7

1
91.7

NIV —EITEUHE
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vii) &M
AERRBLET, VAR 7 X0 VBT 30.2% (49/162 6) . /X7 %42 U BET 26.5% (43/162
) ThHol,
FARRWERIZ, VAT ax o U CHESHTACELEED 8.0% (13/162 #1) | HESERNLZ 5 FEEA 6.2%
(10/162 Bll) | FEHENAEIR D 4.3% (7/162 B1) | THRIL O ALT #0234 3.7% (6/162 Bil) | 4
EATERSS . v -GTP B0, & ONAST BN E 3.1% (5/162) Thoi-, /SAX7 x4 UG
SHBALEIR A 8.6% (14/162 f51) . v -GTP HIN23 5.6% (9/162 f5) | TESEBALALEE, ALT #9in, &
VAST #7234 3.7% (6/162 ) | THIN 2.6% (4/162 ) Th o7z,
2) REMHR
LB L
(5)EE - RERIHER
Z DO BRAE Z R & L - FMEERREER 719

(MBI G, MBI YYE 2565 & L7z R ]

MG - B R OFIRAISE O “IEGEE 11 4], SUERSEREE 6 i, SEIRE K EE 5 B
URBSERGYE (RISZMRZE « R BIRS%) 255 & L7z iipRain]

SERREE PERT AR B 8 B, MR LR B 10 4
[IEIREPNIRGE 2 6 52 & L 7= B IARRRBR ]

RS A 21 5

[ dm N B U R SE & /5 & U 7 B R R
TENEGERE 8 B, TEITEMGRES 13 41

Lk, A—7 T LR

PONE 3

THA

(S Bl i . NEERRYYE &t B & L7 BRRERER] | [FEim A RIS YE & x5 & L 72 B R ER ]
VAR 7 m Y oAl A 11 500mgl H 1L £ 60 43237 T 3~14 AL RHFIRNER 5

3 AU EHRE L%, LR 7aXxy v 04 18 500megl H 1 EERGICHV &2 A& L,
HEHF LR OFZ DY R ARG HIRIT 14 B & L,

R MRIEGRE (RISTARZS « KRB LR48) 2B L L RaRaBR]

LARZax¥ v @mfFl%E 18 500mgl B 1Bl # 60 2 23F T 8~7 BB EAIRN 5

3~T7T B G Letk, vA7axd v o204 1R 500mgl H 1 FENCEID Rz, 11~14 AEOHRS
L7z, HHAIE OB Z A DY R R&REHMIX 21 AM & LT,

[RERE PN YSIE 2 5l 52 & U 7 B R Bk ]

LARZ m¥Y o Al A 11 500mgl H 1 [EL £ 60 43230 T 3~14 A AR 5
TEHREERF ORER R - HIEE FROZDR

FHEEE | IRRCEE OFEMRESTL . SRR & BRI EARRITR ST IR 5~9 HR. 77 I UTHER
RRITR G T Sk 2~4 ., ZFOMOEBIIRGHK T ik T~14 A%

TRUOHIE RN - T, IBEHIERF ORI R 2 HIE L,

MG - BERUFMEIFOZRESE, BEX, BEXOBRKNRAEEE CamEHIER)

Feh-J51k

e FIEIETE
| RS, T ORI - FADTER, BB VRS 578 b BRI O BRI R
R | scEERaOLTLIED
et | RERELERS VA D IR & T S 2B Br . % W IZFRIBICH L& B 72 5 BLE SRR AT D
s N A

fﬁ%i HERRE | AHHOHEN TR0, 55\ OB LRE R T Hha

E

i BMEMEEITIRA QBRNRHFERE CAEMHIER)

e FIE LT

H W SR NS BRI ASTE R L7 B
) FEEND B MIHRIRIE 3 A7, IIHREEOE T - BN A1T - 12 BH
) EARRE KIGIRBLISMI T 2R E LT, PIAKOLT « BN E1T > - B
LARZ7aX Y U ROKI~OY B 21T, PLEIEOLTE - B3 E Liehoiz
B & 3 E RIS 3STCRmDBE L Lz
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I RIES
D E A
HE (fix)

AEHMEMERLAL. SHISIOTHRELRROBRKRNRAEREE CaRHIER)

B E

I I

G R ERRICESR T D BB O IR N HA LB

L. FEE ERRICHET DRBN O H IR AIRAF, SJUIEROLERE - BRI B

HIETRE MEBBLSHIH T HIRE LT, PUEEOLE - BN E LT o BE

LARZ B X PR AFA~OE Y BT, FUEKOEN - BRI L Lotz
B & TR R BTCRI DS G & LT

EIE X OBRRNRAIERE CaEHIER)

B E

I E AL

UFo 2 HA &3~ Tl 58

AP E BRI ARIR 37.0°CLAT (FREFRIR 37.56°CLLT) TH V. o HIMEREX
i3 CRP fE 2 DY EZ RO T e

JEERET R DANER L. oM AR DR XITEG EORFE SR LS E

IR 2B 23 XUl 754

- FTAMGH) R AR BB ) 23R . A IMERE I CRP i 9 D % 38D 12354
JEEAT R DANEIR L, 0B - BRI O VR B OB, ST b oD B v
WL 7-5a

" %)

U FOVTRAOEA ST 55A
RO R OREEEE S S 2 S

FUEER BT LA

TR 5B AT R S VTV RO, B0 R LT — SR S A
RS USRS A T IR I OB S S

HIETHE

SEIK - BT RIUTEHGET R O RS KM L TS5

a : CRP fEIIHTATIE N FHHR B L AT RO B — 7L it L b FIRIC K DFTRIZED R -7

FERNRE., FERMBHLDR T VJICLPBERIROHEEREE CAREHIER)

e FIEIETE
B W | Bk BIRO AT AR T AR LA
B % | R BIROAST AND 9 AT ICRD LA

w FEWK - FTROD A3 7 &M 10 AU EDHE . ROREHEARICK L ToOREE (Ra&5 T
A JE~ORPTRE) RS SNEEA

HIERE ki L WEOEMIC LY | SEIR - FROBAB R LTV 56

FERARE, FERBRXOER - MROHIEEE CamdIER)

H H

\,{

7Y — 2

R (°C)

=38.0

=37.5~<38.0

=37.0~<37.5

<37.0

THEE

3+ (AR TUTHADEEFHHET D)

2+ (DR VRIeZ & bHDHN, [MENFERTE D)

1+ (BEAJEWEK T AN, BN TND ZENE)

— (721)

THEE

(FE RSO E 1B AR &R D L) 1+ (WO EEL DD, ERTWVD I EBEW)

3+ (AN TTHLADMEE FHET D)

24+ (MRVFBELZELHDHM, (MENFERTE D)

— (kL)

JEE

Wik

E® (L)

% & (2mL L 1)

AR (1mL PLE 2mL Ki)

D& (ImL Aii)

2L

FLEREC (L)

=12000

=10000~<12000

=8000~ <10000

<8000

CRP (mg/dL)

>12.0

>4.0~=12.0

>0.3~=4.0

OlR|dw|o|lR|M|w o~ |dM[w|o|d |k |OfR|d|w o~ |d|w|o(d s |o| iU

=0.3
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V. BICEE 5 HHE

1)

2)

SN FIEEIERRRE, RERRREE MR E LR
W R 2N S R O 2R SR DA RIE, IME « BB B ONFATAISE O —WIEG 8 90.0% (9/10 1)) | SRR
TR 100% (5/5 1) . SVERE R 100% (3/3 ) THh o7z,

Hh#E 2 [95%FHEX ] P
B — rv—
BRSNS AR R 2h B

SME - BME L VPRI O g | 90.0% (9/100P  [71.4, 100.0] 90.0% (9/10) [71.4, 100.0]

MG D IR — -

BT D TR 0.0% (0/1) [0.0, 0.0] 0.0% (0/1) (0.0, 0.0]

FHTAN O I G 100% (9/9) [100.0, 100.0] 100% (9/9) [100.0,100.0]
i e D 100.0% (5/5)™ [100.0, 100.0] | 100.0% (3/3) [100.0, 100.0]
APERRAE % 100.0% (3/3) [100.0, 100.0] | 100.0% (3/3) [100.0, 100.0]

a : HhR=FZNHIE A 55k
b : IEHLAEIC X 5 95% 12 HE X [H
E) LARZ ey UEREINS LR T a Y2 U8 500mgl B 1 [BHREA~DY Y B2 REN 16 TiTbiiz,

BIVEFRBISERE X 18.6% (3/22 ) ToH V| MEHATE, TH., 92, FEHMAALEE, FEHEALE.
HEAIERE. ALT #8800, AST ¥4 4.5% (1/22 ffil) TH - 7=,

PREGEEEGE (RUSLARAK - BELEE) 2% & LI-EKRRER
WG R 5 R O IR SR oA RI%, AERE MR IRZE Tl 83.3% (5/6 i) . AlbksH b
K& GHENE < 77 I 07 1ME) Tit66.7% (4/6 ffl) &1 83.3% (5/6 f5)) Th -7,

; Hih# 2 [95%[ZHHEX ] P
B4 — P
i R Zh I SE 2
SR ME TS RS 83.3% (5/6)™ [53.5, 100.0] 83.3% (5/6) [53.5, 100.0]
MR AR % 66.7% (4/6)™ [28.9, 100.0] 83.3% (5/6) [53.5, 100.0]
M B MR B gk 33.3% (1/3) [0.0, 86.7] 66.7% (2/3) [13.3, 100.0]
A T I TR BAK | 100.0% (3/3) (100.0, 100.0] 100.0% (38/3) (100.0, 100.0]

a : BRNE=F B TGRS 015

b IEHLIUC & 5 95% 5K

) LR 7 B3V U ERAIND LR T v %43 8 500mel B 1R G~08) 0 B #EEE G T, U0 B2 EREIR.
SV MERINI RS 6 B, AMEREE LRk 6 il TiThhuTz,

BIVE S BIAEEE 1% 22.2% (4/18 i) T {5Fh. b e fE 45 . TR EAIALEE . S EALER 04 5.6% (1/18
B) THoi-,



V. BICEE 5 HHE

3) EREARREZ MR E LERREAER
MERE AR T ORZNHRIT, BIRZIED 70.6% (12/17 #1) . MEFHIZNED 66.7% (6/9 ) ThH o7,

S, Hih=R 2 [95%EHEX M P
. i PR h SR I %h R
LS XN 70.6% (12/17) [48.9, 92.2] 66.7% (6/9) [35.9, 97.5]
I CE R NS SE MR BRI
fgﬁ%gg@gﬁmﬁ%ﬁ S 615% (19) [35.1, 88.0] 60.0% (3/5) [17.1, 100.0]
fiE TR S I P z
iﬁ‘%m”‘ﬁ@ﬁ‘%‘“imgﬂ% 100.0% (4/4) [100.0, 100.0] 75.0% (3/4) [32.6, 100.0]

a : ARNR=A NI T GBI
b @ EERITEUC K D 95% (5 HH X

BITEHZBISEE 1T 28.6% (6/21 f) T, ERBEMERIZIESBALAEE 14.3% (3/21 ) Tho7-,
4) ERmAREEEREEEZTRE LI-BKRER

BRSO 2 R O A 2RI T T N TIEWF N b 85.7% (6/7 ) . 7B @ ass Tl 80.0%
(8/10 i) }% 11 63.6% (7/11f) ThH-o7z,

" A% @) [95 % E X ] P
SRS LICERPRES
TG 85.7% (6/7) [59.8,100.0] 85.7% (6/7) [59.8, 100.0]
TR R 80.0% (8/10) [55.2,100.0] 63.6% (7/11) [35.2,92.1]

a : ANFE=A 2B TR S5

b IEHIEUC & 5 95% 5 HEX

W) LR 7 a9 UUERAINS LR 7 o2 082 500mgl B 1 [F#G~08) 0 B 2\ G A G e, U0 B2 RiEIL,
TE PG 5 I, FEABRRK 9 B TIT b,

BIVERI S BAEE 15 38.1% (8/21 ) <. EARFEMWERA L. ALT 8K Y AST #Nd4- 14.3% (3/21 f5]) T
Hot,




V. BICEE 5 HHE

(6);a A A

1)

EAMERE (—RERARERE. SEERARERE. FARBLERE) . RERTET—IA—XHA
. ERFTREBKRABORNE 19

VAR 7 v Y3 UERA] GREEES Y 2 500mg/100mL M O EE 500mg/20mL) 5% b ol i Ak
FERRAL S 2011 47 10 H 725 2013 42 9 AT THEMi S iz, 2E 221 Mgk O ERERE S 1,142 F05H
HEANE L, ZeMiE 1,138 . AL 969 Il TR S L7,

RIVEHIZE BT 10.1% (115/1,138 f5) T V. FRRIENIT ALT HINE O RE AR AE O R EH) 4.7%
(53/1,138 i) . NFHERER E EDONTIHIERIEE 1.4% (16/1,138 fil) | —f% - HEE K O G-HALONR
HE 1.2% (14/1,138 ) Th o7, HEERR W%iGW(G@)LM@EM ZONFUL, flidk, BPERER
BEUEEAE, FURMEMRAR, MR PR, Whr L7 F=#nthoiz,
vﬁ7m##vy&%ﬂkﬁmﬁak@ofwé7::wM@%XﬁfuHﬁyﬁ%#x?m4Fﬁﬁ%
JESE (7 = = /VEREESR - 71 B4 VSR NSAIDs) 13 9.9% (118/1,138 f5) THFH &=y, fFHIC L 5
RERFBLRO ERITFEO bzhoT,

HARSHIR R BIVER (MR IR K OREARIR ) 13RS 2 B, ARERFEN 1 FRED b et nWIh b IEFEE
Thol,

FFHERERE E (2 B9 2 BIVE L 37 BT 46 138 v, HEEE1E 8.3% (37/1,138 i) Th o7z, N
AT RE R OV ALT #9413 f:, ASTH 9 F5ETH Y . W s AMEFTAIC L2 b D TIER <,
LR 7 m x4 ERAIR GE O MIRRE TREENSBO NI LIZL 5 bDThHo T,
BRNRITAERT 90.6% (878/969 ) TV . JWIIERNTIL. mxmm%(mwm9%>(mg-ﬁ$%
% 93.9% (596/635 fil) | [EH# - ERTEATZ 80.1% (129/161 f51) | BEPfifizk 85.0% (68/80 f51) .
RN 66.7% (2/361) ) | BMERFRIRFHZ O “ W& 92.2% (83/90 fiil) Th -7z,

UbEXY, LAR7axd o ERAIOZEEICKE RREAITRO BT, Mk, 1BYERERERHEZE D IR
BT LT 90% L EOFFEERLIZZ L0 EHAEREBTICEBWTHLAARIEE CH D Z & 1R
Y (W

gﬁh

2) RRBEMELTERTENNERIERM L -5HE - RBROME
A% LR
(1) T Dt
1) REAMEHE (FFIRIEFERIE)

RN SRR YUE R )R, LR 7 x40 500mg & 1 H 1 [BSHEEHE L 7R oG5 &k OV e %
Batd 2 Z L2 N E L CTENTER SN KRR 2 RBO ST RIZ. RO LB Th o7z 916,

BB BohHE (%) CERIEH] FAEH])
mihfige GEERMi% % &) 92.8  (232/250]
~A 3T R fitisk 100 [ 17/17)
7T PT iR 100 [ 4/ 4)
B S T/ 100 [ 1/ 1]
P R P 25 D YR 94.3 [ 33/35)




V. BICEE 5 HHE

2) HRERIEHRE
BRIEBE 2RI, VAT urFd Y0 500mg & 1 B 1 BEGREFHE U 72RO M & OV e 2 s
T5Z LS LTEPNTHEM S N7 BRRERER 7 3RO W R E LR OO TRERIT, RO LEBD

ThHoT,
P - BR HEREE (%)

7 RO EKH R 96.8 [ 30/31]
LV ERE B 100 [ 14/14)
Jiti S BR B 98.3 [ 59/60)
N=U U MR PER S ER 100 [ 5/ 5)
ETIRT (TTUNRAT) «BFT—UR 100 [ 11/11)
RAGEE 98.3  [(113/115]
hanyy—)E 100 ([ 4/ 4]
VA S 100 [ 31/31)
TrTRNTE—E 100 ([ 9 9)
vIFT R 100 ([ 4/ 4)
raT A 80.0 [ 4/ 5)
A 7T P 100 [ 60/60)
63 =1 83.3 [ 10/12)
LU RTR 100 [ 1/ 1)
XTI RNZARNVT hay AR 75.0 [ 18/24)
TLRT TR 100 [ 4/ 4)

) N=v ) UIHERRERE R U= ) v (PCG) @ MIC=2.0pg/mL



VI. SREHERPRC B4 2 H

VI. E3EEICEHY 5IER

1. EEZMICEEHHLEYMRITLEHE

U R R CTERIEEY
F7axH%r (OFLX) .
VIR KA (TFLX)

TE : BHEOH 5L EYDRIEE

2. EHEMA

Jnzaxtrr (NFLX) . v7r7oxdr (CPFX) |
LR TaXH o R Vs (PZFX) &

IR X, RTOEBETRLESRTLH L,

LAR7uXxY it IR THLLALF 7 uxY L o 0—ONREEE SIETH S,
(D)VERERGL - YERMERF
LAR7a XY DOERERABFEIIMED DNA Y A L—A K MRA VY AT —F IVIZ/EFH L. DNA &

WAHETHZ L THDH, DNA Vv A L—RAJEHE FARA VY AT—P IVIEHRO L H L2 HET 50T
IS L > TR D 172D,

FATZaFY b

LIEHE OEZNERICKT HEEFEM (in vitro)

ICs0(pug/mL)
E. coli P. aeruginosa S. aureus S. pneumoniae FE. faecalis
(DH1,KL-16) (wild type) (FDA 209-P) (J24) (ATCC19433)
Gyrase | TopolV | Gyrase | TopolV | Gyrase | TopolV | Gyrase | TopolV | Gyrase | TopolV
LVFX 0.38 5.95 0.88 4.96 31 2.3 49.7 17.6 28.1 8.49
CPFX 0.21 5.7 0.55 4.06 52 2.5 135 10.7 27.8 9.30

Gyrase : DNA gyrase, TopolV : TopoisomeraselV

DNA VYA L —AFNRFIRA VAT —FIVIHEEEOBRI I 7 ax3> 0 0f) 22 TH 5 2029, MIC &
MBC IZIZFKRZ TR O LNT, ZOPHEERIZIZREN TS 2920 EOFREFZIBLE TIL MIC o

EECHEAED BTN S 20,

ELEMIAIILD RARA Y A T —P MK HHEEEIL, MO DNA Px A L—2 (bRA Y AT—F 1)
PRETEME R O R A Y A5 —PIVIEEE L W IZ5 02802 ERRBO BTN D 2928,

FRAYAS—FIIZRT HEEFM (in vitro)

ICs0+=SD (pg/mL) e /N e
Gyr TopIV Topo II Topo IT Topo II
(E. coli KL-16) (S. aureus FDA209-P) (human placenta) / Gyr / TopolV
LVFX 0.39£0.00 2.361+0.41 1,854+35 4,754 786
OFLX 0.71£0.07 4.17£1.25 2,221+48 3,129 532

Gyr : DNA gyrase, TopolV : TopoisomeraselV, TopolIl : Topoisomerase Il



VI. SREHERPRC B4 2 H

(QEMEEMF 1T 2R

LARZ m ¥4, SRR A2 5T 7 7 AGHREEER OV T ARRMEREREIC R U, IR Z2 9T A2 hL A
AL, 7 FUREE, VoV EREE, MRERE, BREE, LOICKBRE, 72v7vx2IE, B9 F TR, 7
BT AR, ENHRT cEAA=—, TRET T REGUENMER ., RIEEZ ST N UREIEREE S
T LR, ATV Y, LYARTE, XS NA RNV T hay B RAR, N TFa—< 2 TIV7 (7
FIVT - hFaAavT 4 R) MR TIVT (VIFIVT s =ma—F=x) | iRy AT T~ (A=
TIAZ s ma—%=x) R EICHRIEEEZ R LI,

Flo, FTRAHE, NTFT A, RIEE., <A ME, 7V TRE. BREE. QR v FT (arvxT .
TART ) Tk LT HHE %R Lz 29292940,

TR~ o ARYBH R OCSEEGRBRIC B W T LR 7 B 3 o U3, B ORI R % 7 LTz 30,

1) BEEKRICIHT SMEENE
O SHERTEERIEREICH T 2REEME (in vitro)
FRMERVBERRIMNS S LBME

MIC (pg/mL)
B - :
LaR7axtoy |[vFavaxo | XXATaxt

Staphylococcus aureus GTC 286 0.12 0.25 0.25
Staphylococcus aureus JCM 2151 0.5 2 0.5
Staphylococcus aureus ATCC 13709 0.06 0.12 0.12
Staphylococcus epidermidis JCM 2414 0.25 0.25 0.25
Streptococcus pyogenes JCM 5674 0.5 0.5% 2
Streptococcus mitis GTC 495 1 2% 4
Streptococcus agalactiae JCM 5671 0.5 0.5% 4
Streptococcus pneumoniae GTC 261 1 0.5% 2
Enterococcus faecalis JCM 8726 2 2 4
Enterococcus faecium JCM 8727 4 8 8
Bacillus subtilis JCM 1465 0.06* 0.03* 0.06*

AL R AR L (B AAIRIE, #9105 CFU/mL)
* S ISA B AR



VI. SREHERPRC B4 2 H

FRMERVBERIAMES S LEME

s MIC (pg/mL)
ES IS . ; :
LRZ7axVvr (Ve rveXtrr | RXTaxHrv

FEscherichia coli JCM 1649 0.06 0.008 0.03
FEscherichia coli NBRC 14237 0.008 0.008 0.015
Shigella flexneri ATCC 29903 0.015" 0.008" 0.015"
Shigella boydii ATCC 8700 0.03" 0.015" 0.03"
Shigella sonnei ATCC 29930 0.03" 0.008" 0.015"
Salmonella choleraesuis JCM 1651 0.03" 0.015" 0.015"
Salmonella choleraesuis JCM 1652 0.015" 0.008" 0.015"
Hafnia alvei JCM 1666 =0.004" =0.004" 0.008"
Citrobacter freundii JCM 1657 0.015 =0.004" 0.015
Proteus vulgaris ATCC 29905 0.008 =0.004" 0.015
Proteus mirabilis JCM 1669 0.06 0.015" 0.03
Providencia stuartii ATCC 29914 0.12 0.03" 0.03
Providencia rettgeri ATCC 29944 0.12 0.03" 0.015
Morganella morganii JCM 1672 0.008 =0.004" 0.008
Klebsiella pneumoniae JCM 1662 0.06 0.03 0.03
Klebsiella oxytoca JCM 1665 0.03 0.03 0.015
Enterobacter cloacae JCM 1232 0.06 0.03 0.12
Enterobacter aerogenes JCM 1235 0.25 0.12 0.12
Serratia marcescens JCM 1239 0.5 0.12" 0.5
Yersinia enterocolitica ATCC 9610 0.008" =0.004" 0.008"
Pseudomonas aeruginosa JCM 5962 1 0.25 1
Pseudomonas putida NBRC 14164 0.25" 0.03" 0.25"
Stenotrophomonas maltophilia JCM 1975 0.03" 0.03" 0.06"
Chryseobacterium meningosepticum 05" 1* o
NBRC12535
Acinetobacter baumannii JCM 6841 0.5 17 1
Alcaligenes faecalis JCM 1474 1" 17 0.25"
Achromobacter xylosoxydans JCM 9659 >8" >8" 8"

AASL S IRIE 2R (BB AARIE, % 10° CFU/mL)
* IS B AR



VI. SREHERPRC B4 2 H

QRS MRS SHEEM (in vitro)

RitmTEY 5 LT

o ‘ MIC (pg/mL)
LiRvaxtyy (vyavadrr | RXTadtir

Clostridium symbiosum JCM 1297 16* 8* 8%
Clostridium indolis JCM 1380 16* 64* 4*
Clostridium ramosum JCM 1298 8* 16* 4*
Clostridium difficile JCM 1296 4* 32% 4*
Clostridium perfringens JCM 1290 0.5* 0.5% 0.25%
Clostridium septicum JCM 8144 0.25% 0.25% 0.12%
Eubacterium moniliforme JCM 9990 0.5* 0.5% 1*
FEggerthella lenta JCM 9979 0.25% 0.5% 1*
Collinsella aerofaciens JCM 10188 0.25* 0.5* 1*
FEubacterium limosum JCM 6421 1* 1* 2%
Propionibacterium acnes JCM 6425 0.25% 0.5* 1*
Lactobacillus acidophilus JCM 1132 128* 64* >128%
Peptostreptococcus asaccharolyticus 4 1% 16%
ATCC14963
Anaerococcus prevotil JCM 6508 4* 1* 16*
Peptostreptococcus anaerobius ATCC 27337 0.5 1* 1*
Streptococcus intermedius ATCC 27335 1 1* 4

AR LR E A AR R (R AAIRIE, #9105 CFU/mL)

* LGS R R

RERRIEY 5 LIZEE
b ‘ MIC (pg/mL)
LiR7axYoy (arvadrr | RXTvaxYrr
Bacteroides fragilis JCM 11019 1* 4* 4
Bacteroides ovatus JCM 5824 8* 16* 8
Bacteroides uniformis JCM 5828 4* 8* 8
Bacteroides vulgatus JCM 5826 2% 16* 2
Bacteroides distasonis JCM 5825 2% 4* 8
Bacteroides thetaiotaomicron JCM 5827 4* 16* 8
Fusobacterium necrophorum JCM 3718 2% 2% 4*
Fusobacterium nucleatum JCM 8532 1* 2% 1*
Fusobacterium varium ATCC 8501 4* 8* 2%
Fusobacterium mortiferum ATCC 25557 1* 1* 1*
Prevotella bivia JCM 6331 2 8* 4
Prevotella corporis JCM 8529 1 1* 1
Prevotella melaninogenica JCM 6325 0.5 0.5% 1
Prevotella intermedia ATCC 25611 0.5 0.5% 1
Prevotella oris JCM 8540 0.5 0.5% 1
Prevotella oralis JCM 6330 2 4* 2
Porphyromonas gingivalis JCM 8525 0.25% 0.5* 1*
Porphyromonas asaccharolytica JCM 6326 0.5% 1* 0.25*
Veillonella parvula ATCC 10790 0.25% 0.12* 0.25

AA LA RIE 2R (BERIAARIE, % 10° CFU/mL)
* G AE R



VI. SREHERPRC B4 2 H

QLIHRSREICHT HHEFEM (in vitro)

LU R T BOBEREREKICRTT 2 VAR 7 X4 00 MIC 1% 0.015~0.03pg/mL TH - 72,

IS

MIC (pg/mL)

LaR7axtyy |[vFarvaxto | XX T7adtu
Legionella pneumophila GTC296 (ATCC33152) 0.03 0.03 0.03
Legionella bozemanii GTC298 (ATCC33217) 0.03 0.03 0.015
Legionella micdader ATCC33218 0.03 0.015 0.015
Legionella dumottii GTC303 (ATCC33279) 0.03 0.03 0.015
Legionella longbeachae GTC301 (ATCC33462) 0.03 0.03 0.03
Legionella jordanis GTC517 (ATCC33623) 0.015 0.015 0.015
PR A %9 5X104~1 X105 CFU/spot
2) ERERDBEMRIZX I D IMEBLEM
OFTREREIR BRI X3 2 PUENENE, BN TEM S VPSS — A T U A0S | EIGSEE I

R HUARTaX T OPEEMEZ L TICR LT 492,

PRERDBERRICH T H LR 70X D OREESE

2007~2008 “F[ifi LK 73 BERK -
i ek Range MICso MICoo - EE f;iﬂi) 4}1\/5(3}\ )
(ng/mL) (ng/mL) (ng/mL)

MSSA 31 0.12~16 0.25 0.25 =1
MSCNS @ 27 0.12~16 0.25 2 =1
S. pneumoniae — — — —

PSSP 40 0.5~2 1 1 <9

PISP 29 0.56~2 1 1

PRSP 47 0.5~16 1 2
S. pyogenes 30 0.5~16 0.5 2 =2
E. coli 28 =0.06~64 =0.06 32 =2
K. pneumoniae 28 =0.06~2 0.12 0.5 =2
S. marcescens 31 =0.06~16 0.25 4 =2
Enterobacter spp. 29 =0.06~4 =0.06 1 =2
M.(B.) catarrhalis 29 0.03~0.06 0.03 0.06 =2
H. influenzae — — —

BLNAS 23 =0.015~1 =0.015 0.03 <5

BLNAR 23 =0.015~0.03 =0.015 0.03

BLPAR 27 =0.015~1 0.03 0.03
P. aeruginosa RTIP 29 0.5~64 2 32 =2

a: MSCNS : A F vV Va7 7 Z —E &M staphylococel
b : P. aeruginosa RTI : WEWi g Y i3k P. aeruginosa
¢ : Clinical and Laboratory Standards Institute (CLSI) OEH 5 LR 7 a4 DSt MIC 7 LA 7 R

A

MIC 7 LA Z7RA > (BP) : HARZIEOMRIEETH Y | D MICER 7 LA 7 RA» FUATTHD
BF, BRI OFEAN R LTSRS B D LIl S5, Bk S 7B o MIC 5725 BP LUF Thiud, BR

BRDHFTE Do



VI. SREHERPRC B4 2 H

ERREERSEYS— RS URIZETALR7O0F S OREEN

EWNHUEEES Y — A T 2
i ek Range MICso MICgo Rz D
(ug/mL) (ug/mL) (ug/mL) (%)
MSSA 736 =0.03~>64 0.12 0.5 93.2
MSCNS 536 0.06~>64 0.12 2.0 87.3
S. pneumoniae 677 0.25~16 1.0 1.0 98.8
S. pyogenes 509 0.12~16 0.5 1.0 98.4
E. coli 743 0.015~64 0.06 16 73.8
K. pneumoniae 663 0.008~64 0.06 0.25 98.0
S. marcescens 654 0.015~>64 0.12 2.0 93.9
FEnterobacter spp. 681 =0.002~>64 0.03 1.0 94.3
M.(B.) catarrhalis 534 0.008~2.0 0.03 0.06 100.0
H. influenzae 675 0.004~8.0 0.015 0.015 99.9
P. aeruginosa RTI® 673 <0.03~>64 0.5 16 79.2
Acinetobacter sp. 598 0.03~64 0.06 1.0 92.5

a : P. aeruginosa RT1 : "Rz Y1k P, aeruginosa
b: CLSI DED D LART mdH o v DEZMED MIC 7 LA 7R84 v MLV

FERBRARUVNAF T OBAERREFOREAICH TS LART70FY L o OREES

f B | ) el | Gl
Legionella sp. 30 0.008~0.03 0.015 0.03
M. pneumoniae 40 0.25~1 0.5 0.5
C. pneumoniae 3 0.25~0.5 — —
S. Typhi 56 0.008~0.5 — 0.5
S. Paratyphi A 65 0.064~2 — 1
Bacillus anthracis 96 0.03~1 0.125 0.25
Brucella melitensis 50 0.25~1 1 1
Yersinia pestis 100 <0.03~0.06 <0.03 <0.03
Francisella tularensis 169 0.015~0.12 0.03 0.06
Coxiella burnetii 6 0.5~1 — —




VI. SREHERPRC B4 2 H

QR B RYYIE F O MRHEIURGYIE BB L 0 5B S - 0K R Ot R R M IS 2 L AR 7 o 33
COBETEMEE L IR LT,

FEMERCAREERMREICNT 5 LR T 0% L L OREEY

A W | ) gy | Gugml)
MSSA 30 0.12~>32 0.25 8
MSCNS 30 0.06~8 0.12 2
FE. faecalis 30 0.5~>32 1 32
FE. coli 30 0.03~>32 0.25 16
Citrobacter spp. 30 =0.015~0.5 0.06 0.25
K. pneumoniae 30 0.03~1 0.06 0.5
Enterobacter spp. 30 0.03~0.5 0.06 0.12
S. marcescens 30 0.06~8 1 2
P. mirabilis. 30 0.03~32 0.12 4
M. morganii 30 =0.015~2 0.03 1
Providencia spp. 30 0.06~>32 2 8
P. aeruginosa 30 0.12~>32 1 >32
A. baumannii 30 0.03~8 0.12 0.25

FRERYLIEBHE L0 B S U ARIEASRMEE 320 LA 7 v o o ORETEE 2 LU RIS L,

RERSERFICHT S LR T7O0XFY L U DEES

& R ey (ﬁ%ﬁ) &ﬁ%
Peptostreptococcus spp. 17 4~>32 32 >32
B. fragilis 30 1~32 2 16
Prevotella spp. 16 0.25~>32 8 >32
Veillonella spp. 2 0.25 — —
Porphyromonas spp. 10 0.12~0.5 0.25 0.5

a : METE iz 2 B CRE—o MIC &



VI. SREHERPRC B4 2 H

<BE>

ENT 1992 FENLRAEMIC, LR 7P oh—_a T AT )—7" 08 TRy BERR O 25 TP 58
WX DM — A T AR EM L TV 5, 2010 4E 39K TN 2013 4EIC4EE L7 REEFEICKT 5
VAR 7 v xY3 v OFETEE 2 RFITRT,

ERREERZIEY — RS S URICEFEHLART78XFH L UONEEN

e AT " MIC #iH MICgo
A e | A (ug/mL) (ug/mL)
2010 719 0.06~>64 >64
MRSA
2013 665 0.06~>64 >64
2010 745 0.06~>64 0.5
MSSA
2013 725 0.06~>64 2
2010 641 0.25~>64 32
E. faecalis
2013 629 0.25~>64 32
2010 591 0.25~>64 64
E. faecium
2013 511 0.25~>64 >64
2010 566 0.015~1 0.06
M. catarrhalis
2013 504 0.004~2 0.06
2010 741 0.008~64 16
E. coli
2013 712 0.004~>64 16
2010 603 0.008~>64 1
Citrobacter spp.
2013 543 0.004~>064 1
2010 678 0.008~>64 0.5
K. pneumoniae
2013 552 0.004~>064 0.5
2010 657 0.004~>64 0.5
Enterobacter spp.
2013 628 0.008~>64 0.5
2010 650 0.015~16 2
S. marcescens
2013 574 0.015~32 1
Indole-positive 2010 521 0.008~64 0.5
Indole-positive group 2013 417 0.004~ >64 0.5
2010 590 0.015~>64 8
P. mirabilis.
2013 512 0.03~>64 4
2010 660 0.004~16 0.03
H. influenzae
2013 620 0.004~8 0.03
P. aeruginosa 2010 609 <0.03~>64 64
(PR BRI HE ) 2013 559 <0.03~>64 16

3) MHABRELIaAL—Y a3 ETILEAVMARBAICHT HREZER (in vitro)
LART7mXH o 500mg & HEFFIRNE S L7-RFo b MIEPREHER 2 > X 2 b— b L7ZBROMfiR Bk
T DR E N RIS OV TR LTc, F728EAIEM 24 KB ORE 2 L—2 g Uiffric kS, LR
Tux v SR T e = — o MBI OWTHRE LT,
VAR 7 X4 AERIC K DRV R AR S 4L, AR 24 ReffRICL AR 7 oo 103 %
EZVEMET LEEORE 2 L— a VIR SR o T,
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RBREICHT HLARTAFH L UOREMR

(Log GFU/mL) (ffi 3R E GE008724% MIC=1.0 1 g/mL)
10 1
9 - — avko—)L
@ LiKR70F4iy
81 -e- BHER

7+

B HE

1 T T T T T T T T T T T 1
0 2 4 6 8 10 12 14 16 18 20 22 24(hr)

1B

LARZAF5 UfEA 24 BEROMRIKREDRE 2 L— 3 VAT

{Log CFU/mL) (e Bk GEO0872#% MIC=1.0 1 g/mL)
10 4
g - — avko—iL
@ LAR7054L ER24EME
8 e RHEBER
7 -
£ 6
B
B 54
4 -
3 -
2 -
? L L 2 L L o ®
1 T T T T T T T 1
0 0.25 0.5 1 2 4 8 16 (1 g/mL)
LR IAFH LR E

4) FRBRE OB AW E HIRMEE & U mutant prevention concentration (MPC)  (in vitro)
LR 7 Xy o afitikERE (EG00218 ¥k, EG00093 ¥k, XN ATCC49619 ¥F) IC/EA S H 7L & D H
IRMER O HBBEE X, TR LB Tholz, T, INLOKRIZKT A LR 77Xt 0 MPC IT
2~4pg/mL THVY, ¥ FuzaxHh oo 12 ORETH-To, I BT, MHERERIROEEL SNnD
MPC/MIC 7 uraxti X /NS o,

B AT 4 B H IR 48 E & U mutant prevention concentration (MPC)

" 5 MIC [ KT 2 B Mpc | Mpos

(hg/ml) | svic | 2xMIC axmic | (wg/ml) | MIC
e I At 1 2.5x1077 | <3.3x10711 | <3.3x10"11 2 2
EG00218 | v Fuoumx4 1 1.0x10* | 8.0x10°® | <3.3x107!1 4 4
WigEkE | LR TRXY YL 1 1.2x1077 | <5.1x10711 | <5.1x10°1! 2 2
EGO0093 | v Fm x4 1 3.1x1076 | 3.3x10°8 | <5.1x1071! 4 4
WigEkE | LR TRXY YL 1 2.2x1076 | 1.7x10710 | <2.1x101 4 4
ATCC49619 | & Fuvux4 1 9.9x1076 | 8.0x1078 1.3x1079 8 8




VI. SREHERPRC B4 2 H

5) ARLTPAYAHR s Za—FEZIWMEETIICHT HEEDE
AR A R LT Fay A« ma—F=oxc 28 L ERLEMRET MIZB WL, AR
PR G- ORGSR D A T ¢ 7 VRN 6.0 H Tho7edizxt L, LAZ7rXxH o ROt MY
T XY O 25mglkg X 2 [B/ B EEERETIX, TN 105 KOV 115 B EHEH S 7z, 50mg/kg X 2 [ml/ H
HETIE, LATZ7aX o RO T7 N 7R Y b HICREBIZER OEE 14 HEIZBWTH 8L E
D~ T ANAELF L2720, MST IXEH ST >14.0 B Lo o7z, YRR O TIX, 3 Co L
R7axH ROt M) T XY R CHEBE RGBSR S,

AL RFaYyhHR  Za—FZIRBEIIDRAMRETIVIZEITHEENR

| BhE MST @ 95%1E fE X [ RARBIZER O PfEo
(mg/kg X 2 FEI/A) (H) (H) FEAFIEL D (vs RRYLxHIR)
TGt 6.0 5.0~17.0 0 —
) 25 10.5 8.0~>14.0 4 0.001
LaR7uaFxt
50 >14.0 10.0~>14.0 6 <0.001
25 11.5 8.0~>14.0 4 0.005
7 FUTRY
50 >14.0 >14.0~>14.0 9 <0.001

a: A7 4 7 UAEFHR] (Kaplan-Meier %) . b : 1 #£ 10 [T, c : Log-rank &€

6) LOART - Za—F T4 FMRETIVICHT HBESR
REIHIRELZEHE L D RATRENIC LV OA R T « =2 —F 7 4 728l L TERLZRET VI
BWTIE, EHARIEE G ORYSBRED AT 0 7 U ALFHRI 6.0 H Thozolixi L, LAR7afx
VU GIRTREE CITR B 21 B EICRWT, 2RI ATE L, Y BREE & g L TR B mh i g
~ L7,

RENMFTIOREANZLOART - Za—F T4 SREIVRMRETIVIZE T HEEMR

o H ELEN 4 MST @ 95% {5 #E X [ R&EIZAD PfE o
(mg/kg/ H) (/) (H) A AR IEH D (vs JEYXTHR)
JE Yt R - 6.0 6.0~17.0 0 —
) 20 >21.0 >921.0~>21.0 10 <0.0001
LR 7uaFxH
80 >21.0 >921.0~>21.0 10 <0.0001
20 >21.0 21.0~>21.0 7 0.0002
7R TRV
80 >21.0 >921.0~>21.0 10 <0.0001
) 20 >921.0 >21.0~>21.0 10 <0.0001
NRAX7aFxH v
80 >921.0 >21.0~>21.0 9 <0.0001

a: A7 47 AEFHR] (Kaplan-Meier 75) . b : 1 #£ 10 JC, c : Logrank /€

(3) FASETRBER - FARESR
LR L
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VII. ZEMEREICEE T 51EH

1. MAREDHR
(Q)RELEEM G ILTEE
G DENL, KOS T 5 ( [VI2.EMEEM T HHEBEE) . [VIL5.(5)Z DD EBA~D
BT OEEZM) |
QERFRABR THAIN-MHEE
A A
1) HEES 9
BEEERCA 8 Bl LR 7 m ¥4 2 500mg 4 60 47 [H CHELREFHE L7256, MR EHER
KOS ENRE T A — 21X, TFTDO LB Thol,

LR T A4S 2 500mg B 6 R EHTR O MR iR EHB

(ug/mL)
124
n=8. mean*SD
)
ot
i
3
i
=
=
0'4’ T T T T T T T T T T T ; 1 T hd 1 T Q
0O 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 (hr)
B
LR 0%+ 500mg BB mEFHERDOEYERE/ NS A -4
Tmax Cmax tie AUCO-72hr CLt CLr de
(hr) (pg/mL) (hr) (ug-hr/mL) (L/hr) (L/hr) (L)
55%%;?; 1.00+0.00 | 9.79+1.05 | 8.05+1.54 | 51.96+4.96 | 9.691.09 | 9.10+0.93 | 111.10+15.51

J A= kA MEHT, n=8, mean+SD

Timax © $5¢ i HLHFE i S 28 e ]

Comax © e e ML I FE

tue  HEARAH O K08

AUCo-72nr : % 5-%% 72 WERH] & ~C oD i BfE v FE — WERET bR T i A
CLi: 257UV T7 TR

CL: &7 U7 7R

Vd, @ o3 A AR
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2) RE®RES D

fERERR N 8 Bl L AR 7 m 42 500mg 2 1 A 1\, 7 AMKERRHE L L &, &5 2 B HLEO
AR FRECERETZIE - EOHR 2R L, EEYBEANTA—FS 1 ARL T HATEEF ET
bV, ERGRHICHET NS ERETRO o7z,

RE RiEFER O MEE PR ECIKREHERS

(g/mL)
124
K N n=8. mean®=SD
o .
9,
1 Q
P
%" 1
h
= 6
B
3
00— — T T T T — T T
0 12 24 48 72 96 120 144 168 192 216 (hr)
B R
EWMEE/NZ A —4
&EF Tmax Crmax Ca24hr tiz AUCo-24hr
(hr) (ng/mL) (ng/mL) (hr) (ng-hr/mL)
1HH 1.00%0.00 10.00£1.51 0.39%£0.10 48.14+5.53
7HH 1.00£0.00 9.97+£1.88 0.52%+0.14 9.03£1.12 54.11%£6.41

Jvari— kA2 MENT, n=8. mean*+SD

3) ®AKXELDLE

R NI LR 7 m %20 500mg & 60 43 CHUELEEFE (8 ) L7cHE UTHER D # 5 (40
) Lizha, BWEmE T A —2 %, kOLBY Tholz,

LARZ7AFHS > 500mg HESFFFIXISERZORSEOEYHEE/ NS A—42

Tmax Cmax tie AUCO>24hr

n (hr) (ug/mL) (hr) (ug*hr/mL)

500mg I FFE 8 1.00+0.00 9.79+1.05 8.05+1.54 51.96+4.96
500mg % 1 5- 40 0.99+0.54 8.04+1.98 7.89+1.04 50.86+6.46

JvayoR— kA2 MEST, n=8, mean*SD

() EH
AR L
LHE=E - HRAEOEE
1) BEOEE
FE L
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2) HREOEE
VAFTY, TARRY RIZLBEE
fERER A AF T 400mg 2 1 H 20 3 HE X7 2_%x> K 500mg % 1 H 4015 HRE#&S L, &~
AFVUFEE 1T HAII o _32y F&EE 3 HAWC LR Zo%4 3 500mg % 60 45 Craisrt Lz
LA VATV 2T, AUCo72m 13 1.3 fFIZ EH- L. tield 7.6 Bl A 5 11.7 FFEIZIER L
72o Fl27 X2y FOGEHIZ L > T, AUCo720e 1F 15 FIC ER L, tue X 7.6 Bifiin 5 12.4 FEICIE R

L7
— ., Cmax X ORFRPHEIE (5% 0~T72 Bif) 2o ATV Xi7e~xxy FFRICK 2 K& 2
ZITRO N2 o T,
LARZOXFH O VEMBRUIAFOY, TORRY FHAKRSEOMIEPEEHRR
(ug/mL) (pg/mL)
107 VAFUY 10 Ei=Rt S
&8 n=12, meanxSD &#n=12, meanx3sD
i o LAToxys i o LAT7OFH Y
3 OLAZOFHL U+ L AF DL 4 OLAR7ZaFHL o+ TRARLE
i i
= 5 =
i3 E
Ul T T T T ] ot T 7 Q T Q
0 8 16 24 32 40 48 56 64 72 64 72
A (hr) thr)
EMBNEE/INS A —4
VAFVURBR 7 u Ry R
LAR7aXxHor | LAR7eXHor | LATZaeXRYYY | LRTZaXR Y
Bl + A F Y PR B +7 a3y KMitH
Cimax 10.26(16.4) 10.35(13.6) 9.55(15.3) 10.60(12.9)
(ng/mL)
(t}i’rz) 7.55(27.8) 11.69(12.5) 7.56(19.2) 12.41(9.5)
AUCo-72nr
(ng-hr/mL) 48.22(11.6) 61.05(11.4) 49.30(7.1) 74.59(12.0)
CL:
8.85(11.6) 6.78(13.3) 8.16(11.5) 5.16(19.5)
(L/hr)
F‘Z"/Sh 85.32(5.5) 82.72(7.4) 80.41(12.2) 76.96(11.1)

KMEE (T C.V.%)

VAFVUREBR, T xy REBRE B2 n=12
tuz @ KSR OV IR

Feoronr @ $5-% 72 W & T RBIR Pkt R

2. EYLEER/INT A—4
(V) fEHT 75 &
aAVUIN—FAVRETIL

2T R— KAV RNETIL, JraN— Ay hETLE
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(2) R R IR E 7€ 3K
Y LR
QRYHEREETEH
500mg % Hilal, 60 53 [H T A FERF O REHE EE (Ka)
0.0889+0.0170 (hr1)  (GRAREAME CAEEGR A, MR B 8 i)
®D2IT7IUR
VI.1.(2) 1)E[E®RE ] DHEASH

BC)HRTEE

VIL1.(2) VEREES ] OHEEZZHR
(6)F D1tk

U ERR L

3. BEMHA REaL—3Y) g
(LfEWAE
22 RX— KA RETIL
QINTA—2EBHER
RHEFSED BN RBMANT OFER. BHAE (CLer) MHEWENBICE L RITTIERE L L TR,

4. % 1%
Y LR

5. 9%

(1)1 % — Bsd B P @ @ 14
VIL5.(5) 1)iAi& - #AB~DBITIE <BMT—2 (Tv k) > OHEBR

(2)Ifni% — R REEAFT @B 1
<#MT—4% (Tvhk) >
UCHEFR LR 7 B X % 10mg/kg DHETIHIE 13 HELKO 18 HHD T v MIHEFEIRNE G L, #Hkk
POREREE 7 VAN ) 7T 7 4 —ICXVRIE LTz, BYOFMRR Th 5485 5 /0% CTRIEP A~
RED NGB HAVTZ A, RHMRMLHRIZ 39 2 i VEARAR T O Re OB EEEEIE 0.21~0.67 L& o7z, E7ok b
24 BERFICIE, - L 72 C Ok T E BIRFORMICE Lz,

QR)ET~DFITHE
R EE R L
<BE HNEAT—2 EOKRE) >
VAR 7 v x4 500mglday #ROFGHTHRE 5 REEZORIALFTOLR 7 e oo — 7 BEIL
8.2ug/mL T, ¥ O A DM IRE & FIREOILHH~OBITH R iz,
<BMT—% (Tvbk) >
HEE# 11 HEOWE T Z > M UC LA 7 X% 0 % 10mg/kg O & CHEIFARNE G L2k, $L
TR RESR B2 1A O E R T 5 5 2 RFf 1T 1.73pg eq/mL I L2 4RI L, &5 48
REREI B IR IR R & 7e o 72, $5 8 MERI#% & T O FLH O RET BE 13 it 8 v BT RETR JEE % b [m] > 72,

(DFERA~DFEITHE
MR L
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(5) T DD B~ DFEATHE
1) K& - TR A~OBITHE
BEIZLART7 a0 1[0 500mg & 60 70 TRIEFE L 726, B (AR BALE 0.5~4 FF[E1% Tkt
MAEPIREL © 0.45~1.54, n=5) | NEFENEV: (AUEBALG 3 W% ChPMmAE PR EELL © 1.78~2.16, n=2) |
AR AT (iFBRAG 3 BRI 7% CXAMmEh R EE b « 1.37~2.31, n=4) . ESWY (LB 3~7 BFE#% <
xSRI A I 0 1.17~2.21, n=7) | MEREPB K (AUEBRAG 7~9 WFIR)#% Cxb i hii B2 1L« 1.35~2.30,
n=3) IZBATIHZ R L7z,

O 49
fEEERE A B 8 BliC LR 7 1 V-3 0 500mg % 60 4y CHR ST FE L, MR & Mg o EHER %

B Loe LR o34 o oM R 1 AR 1 W CR & 72 0 . A - MR
I BT,
B~ DB
il - 8% | n 2 5 BeGtamei | I AT e e
(hr) (ng/mL)
N 8 500mg B [m] 1~24 0.39~6.992 0.72~1.03

a @ BRI D VAR - MR L O i AR A~ e i
oA TaRY UL ELT

@BERm;t. BEMT. B, MRS o

Kt : RIEIRIRS OWIE 2 01, BIEIREROBIE 4 61, TENBROWHRE 2 RO TE M RE%
DY 6 1, WA OWERHE 4 b

it AR LR T s 500me % 1 H 1 [ 60 Sy TAERE L, I, AP, B
SYUA, NEREPRBINR, KON P EHERS 2 Bt L 7o

fEZERE. RRERRT. BOBHRVERRBHRE~NDBIT

; R - R XS , .
. lﬁ‘ S5 E~ . ’ NS 47 VS §
(mean=SD) g
JEE T 2 500mg Hi[m] 3 19.2+7.5ug/mL | 1.97 [1.78~2.16]
A& A 4 500mg Hi[A] 3 12.0+3.1pg/mL 1.82 [1.37~2.31]
R W 7 500mg Hi[m] 3~7 9.4+2.2ug/g 1.46 [1.17~2.21]
R e N2 R 3 500mg HilA] 7~9 12.9+6.5ug/g 1.95 [1.35~2.30]
*1 . LAR7aXx Yo L LT
<B%E . gOksE>
B AR~ DFEAT 45.46)
N7 =) # H‘ N7 Y H Gk J * Ll o HST J
IKift - 8 | n £ 5 g &%ﬁfﬁ IR - LRI | RS b
+
10 500mg Hi[Al 2~6 6'442&;;;?%/ g 1.1620.256
LR 6.994+2.649ug/
5 500mg Hi[Al 2~3 YR 2DIUETE 1.166-0.384
(F = fiE)

¥l:lbAhrrFHho oL LT

*2 0 CEIMH) BRI 2 M+ LG i BE O S IAE ~ foe e
(i) A5 BRAE O foe A P IR 2 0D P32
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<BEZ: NEBEAT—F BOKSE) >

BEFER A SUTBE I VAR 7 m 20 500mg Z AR A &G Lo 56, RIEMEB TR (5% 0.5~24
e O AR EE L £ 0.2~1.5) | KBS (5% 0.5~8 IRl CTxff iR L - 0.9~1.8) |
B S RREAR (Fe G- 0.56~8 IRl TxPMEH R © 1.1~3.0) | ifiv/ e 77y — (5% 0.5
~24 WM XML AL EL - 4.1~18.9) | Nl (F5-1% 2.28~25.43 FFf#] Txf il IR L : 1.06~
9.98) IZBATHEA R LT,

i - MR RE

ey s = 1 H‘ Ny N N N % . N
fhite - $#E | o fe R OB e st | i
FitEL Gk 16 500mg Hilal » 2.28~25.43 1.6~18.4ng/g 1.06~9.98
(FREpH)
S SRR 35 500mg Hi[f] ° 0.5~8 4.8~8.3ugle 0.9~1.8
CE¥IME)
4 | 500mg/A 5 ARKY 4~24 0'7’(?2;‘;;1“]“ —
N ~ ~ N M7 5y L
B SRR
35 500mg Hilal » 0.5~8 5.9~10.9ug/mL 1.1~3.0
CE¥IME)
13.8~97.9ug/mL
4 | 500mg/H 5 AP 4~24 —
EEE
fieznzr = 162(i?;L)/ L
B ) - .2~46.9ug/m -
35 500mg Hi[] a 0.5~24 T 4.1~18.9
4.33£0.96pug/mL o
(A fiE)
500mg/24hr X 3 [f] 0.5~24 ST
' (Iﬁ;‘;)m 0.2~15
e e SRSER
K IIEMEB TR | 6
6.79%£2.05ug/mL .
(e fiE)
500mg/12hr X 5 [f] 0.5~24 .
&b ipgm 0.5~1.2
(E#%)E)
+
11'7(75,_ B";”g/g 1.37+0.34
. B
R RE R 10| 750mg/H 3 AR 0.5~24 i
3.2~11.9uglg 15~47
(E%)E)
BT Lk 20 | 500mg/H X3 [ 0~24 — 3.0

a : 500mg &E & A

b : 250mg §E % fii I

¢ : BHEMfEHTIC L v B

AR T7rIXP L LT

*2 (HEPH) T ARARHE « MR IR L ~ R m AR - MR R
CEEME) BBUEERE RIS T 2 AL « R i B oD B AR~ b v il
(i B fE) A5 HEBRE O S i AR N IR FE D S fiE
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<#MT—% (v k) >

UC R L AR 7 m % 0% 10mglkg ODHETT v MIHEIFIRNE G- L7 & & OK R, Mk iRE
Hefp 2 IRFRITR Uiz, KGR, mINZHR, BERE., ROVINGZ2 & ZBR\N 22 < ORI O U BRI 3R] O I E
RrSCh OG5 DRI EIREEZ R L, #5 5 0% OMBEPIRE X, KM, /MM, IRER, ~—&—
WR. RERG. 1BEHAERG. B, REIIR, R, KOWER LA OMBE TR ORELZ LRI | FRICH
T K O Crm OO E AN RERR S e, #8548 BRI ICIZZ < O TR R ARG IR T L7-
L ORE. TN, BN, M. BRE. RISZAR. KR OVKBHARIRE O BUR R RS b7,

v MIUCEHLARTIOXY L & 10mgkg DRAE THEFIKRARES L -FHOMBBPRE

1 LARZ7axd o M ERE (ug eq./g or mL)
557 2 HREfH 48 B

i #fE 7.03%£0.35 1.18+0.17 0.00+0.00
I1IR73 6.78+0.24 1.13+0.14 0.00+0.00
K 0.44+0.02 0.22+0.02 0.00+0.00
AN % 0.56+0.04 0.21+0.01 0.00+0.00
B 16.24+6.83 2.39+0.57 0.00+0.00
AR ER 2.38+0.08 0.63+0.10 0.00%+0.00
N —fi 6.21+0.64 0.76£0.12 0.00%0.00
DR 9.03+0.78 1.59+0.52 0.00%+0.00
[ 6.84+1.19 3.29+0.67 0.04%+0.01
SH TR 19.60+0.96 3.16+0.51 0.00+0.00
TERY > NHi 9.91+0.98 2.27+0.52 0.00+0.00
Jifa i 7.28+0.26 2.42+0.30 0.00%0.00
1Ll 15.04+1.39 1.90+0.21 0.00+0.00
fil 10.32£0.27 1.38+0.17 0.00+0.00
JF i 22.10+0.53 4.13+0.27 0.01+0.00
T M 42.69+1.30 4.96+0.93 0.02+0.00
B 14.00+2.32 1.71+0.19 0.000.00
I i 9.95+0.15 2.30+0.12 0.02+0.01
A& N 18.50+2.22 2.18+0.12 0.00%+0.00
HERS3 0.83+0.10 0.15+0.01 0.00+0.00
RN i 4.33+1.73 0.95+0.07 0.000.00
B 17.08+0.84 3.49+0.55 0.00+0.00
3 4.10+0.11 2.54+0.21 0.06+0.01
B 14.40£1.00 2.42+0.44 0.00+0.00
KENR 6.74+0.41 0.90+0.14 0.00+0.00
B 1.69+0.15 1.91+0.12 0.00+0.00
UL N 3.78+0.13 1.85+0.19 0.00+0.00
EIRVAL 6.95+1.10 7.05+4.78 0.01£0.01
i7iin 7.31£2.40 27.77+13.62 0.00+0.00
H 9.460.98 2.77+0.58 0.00=0.00
NG 8.38+2.35 12.84+6.95 0.00%0.01
PN 6.851.03 3.660.99 0.03+0.02

fiEi3 3 Bl o> -2y il = R (R
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2) MEk~DF4TMH (in vitro)

InvitrolZB 1T 5 UWCHEFH LR Z7ax+ ot MLER~OBITERIL 37.0~394% TH -7,

MERA~NDFEITE
LAR7adxY o U BE (ug/mL) BATHR (%)
1 39.4+1.2
10 38.5+3.5
50 37.0£4.7

(6)MIFELMEEER

n=3, mean=*SD

R A LR 7 1 330 500mg & HEEIEEE L7235A . ex vivo TOIMEE AfESRIL. ATHERE
12 BRI IZ B W TR A5 TR 29~33% Th - 7=,

MmiFEBRHFEER (exvivo)

HEE (%)

AR AR R (hr)

1

3

8

12

500mg Hili] 29.1+3.63

31.5+3.91 32.31+3.81 32.8+5.00

<BE>
mPFEBFEEE (in vitro)

LARZad Y U RE (ug/ml) fitr (%)
1 36.2+3.2
10 27.9+1.5
50 26.3+1.0

6. 1t
(DR BERL B U BHR R

1) LAR7aX4 0 0HEERBHREE
T UC KRR LR 7 v X4 > v & BRI RN G- L 72 itn o
ks ns Bz 6n5,

n=3, mean+SD

0

R COOH
o
H3CU

$7D#ﬁ//

“

o)

%E;f%TCOOGm
.

HoeN My

O~

CHs

T OLBEEE
(Glu : FIL70OB8)

HSCU
v&

CHa
N -7 FH 1 Kk

n=8, mean=*SD

LRI e I T O X O AR

COOH

______ - CH3

B A F L1k
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2) RPHKHEY
R A B - 8Bl LA 7 a4 500mg & 1 H 18] (60 /LA 7 HRKERE L-E &,
P51 24 B £ CORBERPHEIERIT, REMENE G ED 79.26%., Wi A F /LR 0.94%, N-AFH
A RIK2Y 0.76% CTH - 7=,

QRHICEST HBFR (CYPE) OHFE. F5X
LARZ7axY v UfFET, B b CYP O FRERORETVEEAZE MFI 70 Y —Ab A v Fa— g
L. BWRBTIEEIEMAE L-, 2O, LR 7ax¥2 0 0% CYP 4 BA A BT E1E 11T
%95 1Cs01%, WP H 100pumol/L K 1 5o 72 47,

CYP 41 *H PRENEME ICs0 (pmol/L)
1A2 7-Ethoxyresorufin O-deethylase activity >100
2A6 Coumarin 7-hydroxylase activity >100
2B6 S-(+)-Mephenytoin MN-demethylase activity >100
2C8/9 Tolbutamide 4-methylhydroxylase activity >100
2C19 5 (+)-Mephenytoin 4’-hydroxylase activity >100
2D6 (£)-Bufuralol 1-hydroxylase activity >100
2E1 Chlorzoxazone 6-hydroxylase activity >100
3A4 Testosterone 6 3 -hydroxylase activity >100
3A4 Midazolam 1’-hydroxylase activity >100

RWEBEENROEERVZTDEE
YL

ORBVOFEDFERUVFSEL, FHELE
RN 7 8 Flic LR 7 a4 500mg & 1 H 18] (60 /rMAfEid) 7 HMKERLG L- L&, &5
% 24 FE & CORFIR P HERIL, KRB E G ED 79.26%., Wi A T /AKD 0.94%, N-FFH A REER
0.76% TH - 7=,
LRZaxHvr REOBA FIUE, N-FX% A NE, BURFRIROEAER IS 2 PLETEEZIE L
FER, AT ARIT VAR 7 e 0 LERICE - TRI%ZRWL 1/64 FOPIETIEEEZ R L, N-A X441 N
37T DM O — ISRt L ToVEEZ R Lic, —0 . BURBIRICITIETEMEIZIZ & A LR b h-
7

7. 8 M
(1)HEHERGL R UHE B
FELTBBTH D,
FICRERO R PP KX VIR SIHEET D,
(2)4kit 3
HERER NS LR 7 B %42 > 500mg % 60 43TH CHIELARIE L1356, AP 0~4 R % T8
JRAPIEEE I, 513.38pg/mL, B BTk 5 B -t 72 BE & TOREAKD R PHEIERIT, 93.9% TH o 72,



VIL_EYyEhielc B4 5 HH

8. I URKR—E—IZBAT H1ER

CLer ARERASHMBHEZ ERID Z Enn, LR 7 B3 2 IRME THOmEh Tnb &2 b5, 0AT1
J Y OATS OFLERITH L 7 rx v K, MATEL, MATE2-K X ) OCT2 OfLEEREZ L2 A F ¥ v &0 H
T 5 &, CLer BENLH 36.8% K TN 23.4%IK T L, FRIMINIER LT,

(VI1.A) QL AFTPy, TARRY FIZKBPFEE | OHEBR)
VAR T a4 U D RME W A T1 = X DIRTEFEA S TRV Invitro i R TlX, P-BE&Z "7 OFE
ThdIENMESINTND ¥, 7z, BIn R Z AW ZERD AZGERIZHB VT, MATEL X O MATE2-
KOLUAR7 8\ X4 o Vit iin 2 & RHE S Ting 49,
FLEIZ DUV T, in vitro T P-HEX 2 37 1Zxb 55 ICs0 23 1644uM &5 S LT 5 50, 500mg % A& 5 L
72 & & D Cmax/ICs0 1% 0.1 Asii & FLIH S 4L, BEIRT P-WEY R 7 25 LTS EAERA R E 5 U 2 7 3R &
Ez b5, £72, OCT2, MATE1 O MATE2-K IZ%f9 5 ICs0 1%, Wb LR 7 o x93 500mg %
FH%D Cmax £ 0 < TNEI 127uM, 38.2uM KON 81.7uM & i ST 5 4952),

9. BEMZEIZLBBER
MEENT X% CAPD 1%, AL DO LR 7 axH o U BRE~DEE TV WNE#ENRNH Y 5955 Hirk 0B
MTEIIARFELEZ HILD,

10 ENEREZAITHESE
(1)EHREEEERSE
REEIICEPHERYBBNZA—4
FHESEMENIE T A —Z Z WV, LR 7 a4 v 0 2 BERIK FERF IR S L L OHET, 7 HH
AR R LT3 6 OIRWENRE R T A — & 2 HEE LT, BRI FAE T RED ERITRD ST,
Be57 H B O AUCo24ne IXBEHEBEIE 12 500mg 1 H 1 [EIKE AR ERE Lo E &L RERETRO HRh

277,
B e \ BHEFSEIB BRI 1> D HEE LT/ 35 A — 4D
sl PV O B2 22 i ,
(CLer mL/min) Cmax (pg/mL) AUCo-24nr (pg-hr/mL) 2
50=CLer 500mg % 1 A 1 [E# 5 Crnax=12.26 AUCo24m=111.75
WA 500mg % 1[5, 2 A HLAE
< max= 8. . -24hr = .
20=CLcr<50 o50mg & 1 H iz 1 B 6.13<Cmax=8.15 | 55.87<AUCo24nr=106.36
WA 500mg % 1[5, 3 A HLAE
< max="7. . -24hr = 76.
10=CLcr<20 o50mg % 2 1o 1 B 6.24<Cmax=17.15 | 53.18<AUCo24mr=76.11

1) KE 60kg & L7-HBE
7 2) BB 5Tl AUCo-48he X 1/2



VIL_EYyEhielc B4 5 HH

(Q=#nE
HEREEEE (65~T79 %) KOMEREIEEEE (20~45 %) ICL AR 7 rx 4L 500mg % 60 4[] CHLE
FE L7 6 o MAE P IR EEHER R OSSR ENRE R T A — 21X, RO LBV ThoTz,

BEEAHEFFIRCS T SEHERVERREOMEBEHREHRR

(¢ g/mL)

16 4
A FEEEBME(=12)
A Al B 0=12)
® FEEEmELME(n=12)

124 O BlsELMEN=12)

B R

T T T T
0 4 8 12 16 20 24 (hr)

BEESHERVBEESHREICESTSHLAR7O0XY L2 500mg
B[R AEA IR OEYERE/NNS A —4

ﬁ n Tmax Cmax AUCO-24hr

(hr) (ng/mL) (ug-hr/mL)
== 24 1.00£0.00 11.19+2.26 75.98+11.51
FEmbnE 24 1.00£0.00 9.25+1.94 56.63+10.89

(/) vay — bk Ay MEH, mean®SD)

11. 201t
MU ER e L
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VIIl. &% (FERLDEESE) T 51ERB

ZEERREEDER
RIESNTHRWN

i | AN
S
e
B

0)5%‘( FE5 LGNNI E)

3

2.1 RFNOD T A7 a %4 v st VIRBUEDBEFERE D & 5 B#E [9.1.2 B3]

(REZEOEEGTHERBLUN)

2.2 fEbm SUTAEIR LTS wlRENED & % 2ot [9.5.1 B

2.3 /MRS [9.7.1 2]

fiZER -

(e E)

2.1 DEBIE] ORWEROH 2 ERBOLBEEFHETHLH, 20O L5 R BE CIXRBBUESFERET S5 il fEtEnE
2 HNbTed, KRORS XIEA 7 axt v (RAIOFR S ThHLAR7axh ik, 7EIKTH
LA T7RFH D HONFEE S KTH D) 1T X HMHBUEDBE L HA Lz B IR, Aflok s %
BT D Z L,

(REZOEELRBLUN)

2.2 IIL6.5)4 MR DOEEZZR

2.3 NIL6.(7)/MNR) oHEEZZR

3. MEERIIMRICEET HFE L ETDER
BUE S TR0

4. BZERUA=ICEET 5FE L TDEA
(VARZERUVREICEET 3R] 223WT52 L,



VII. 2P (EH EoEELS) (B3 5EE
5. EELEARMNIE L ZDER

8. EELEANMIE

8.1 AHIDMHIZH T > TiL, MHEEDOHBLELZD 7o), JRAIE U CTEEZMEZ MR L, IR ORR LysE
R/ NROWIR O G E ED D T L,

82 AFINZLDvavs, 7T 74 7% —DRELMEEIZTIMTEDHIENRNOT, ROHEL LD Z
i

8.2.1 FENCEEAEREZEICOWTHORMR 21T 2 &, B, FUAEWEZIZLD 7 LV —F T4 HER
HZ L, [11.1.1 M)

822 HEIZELTL, BT v a vy 7 EITHT HARBLED LN LML LT 2 &, [11.1.1 &)

8.2.3 B HHIAN O GMTHE T, BELZLZHFOREBICRIZE, +oRBIR4E1T5 2 L, FICKERKRE
BITEERBET 2L, [11.1.1 2]

8.3 EMEESNHLLNDZ ENH DO T, ABEOERS, GRE L BB OBRIEICHEEF T 2 BICITE
B2 XoBFCHRICHATLZ L,

8.4 KENRFE, KEWMIREEZSI S T2 NHDDT, BEETH0IITH &L bIT, JEE. M sxiss
WA OIERN D S oA EDICEMOREE2%Z T 5 L) BFICHEETL 2L, [9.1.5,
11.1.16 & #]

8.5 BWIH 5 NME L 72 5 A101%., BBBIEZ T4510iTH 2 &,
RN :
8.1 MFEEIZBEOFEEFHETH D, HEMEMERAOHA EOEEFHEHOEFIZOWT] (199341 A 19
HEEZZH 5 5) I2iEV, BRE LT,
82 MiEHIZC LD av sy, TF7 4 T7F v —DORAEZHEICTHMTE D HEEFR, BIRNEETOIBEOER

FIEAZ A A LPRIEREO PIEEERGICEETEIT T 7 4 7% — KO T A KT 42 (2004 FEHR) | *
\ZHESEFEHEH LT,

* AR JRIED (AARMEERE AR AR 2 B2 NSRRI R) « A AEFRIEA MRS 2004 5 52(10)
584-590

8.3 AANCK W TEMEELZORMEMAN S SbNE Z E03H DD T, HENELERSE OMBREICET 208 %
FhEL L7,

84 7 NAux v RHEEDOMEMIC LV KBNS K CKRENRAZBEREL ) X 7 O LR 2 RE 3 25 TO%
FRIFGE 5059 K ONESSC DS AR T IZ B3 2 IERRIRIF AL S0 DG 2 B & 2 . B%E L1z, 728, KEMRE I
KEARAREED U 2 7 RF12iE, ~ V7 7 EGEREOM, =—F 2 « & n AEERE, BSLElRE. B
R, N—F = > MR, SiE 77 e —sMEIREWDEE S ER S ( TVLe.(1)EHE - BEEZED
HHHEE 915 IB.()EXGEIMEALWHER 11.1.16) OHEZZM) |

8.5 L%, BRI G NLEREET, BIERARBICKT 2BENLE L EZ bR b -, RBBlEs +/512AT

Z &,

o S



VI %2

et M EOEES) (S 5IEA

6.

BRENDERERIHEEHICHT IR
(1)EHE - BEEZEDH L EE

9.1 AHHE - BMEERFEOHLEE
(EFIFE)
911 TANAZENEEHEREREIINLDBEEFREOHIEE
BREEEZTZEnd D,
912 ¥/ AVERMBEICH LBBECBEECHLEE (F-1ZL. XFXETF T70FH S U5t LBEED
BEROHDHIBHEIZIFIBRE LGN L)
(2.1 2]
9.1.3 EEGLER (FEIk. ROMIMEESE) OHLEE
QTIEEZEZ T ENnH D,
914 EEMBEHEDEHE
EREBNIEDLZEND D,
9.15 XKEIREXIIXERMEHZSH L TWLIEE, KBRBITXBREHEOBRE. REEELCFYRY
RF (WD 7 VIERESE) 28T HEE
VBN U CHEBREDOFIMZBET D5 2 L, IAAOEFFRICBNT, 7rdax /o RPTEERE
B\ RENIRIE e O KENRAFEED T Y 2 7 BN LT- &L OfENRH 5, [8.4, 11.1.16 B ]
Ny T ELED
9.1.6 S-MHELFL, BFRE, R T7O0—CEREZ, T M) OLOERNHELLGLESE

ANy ZEBNIHEAL T P T ABREEATND,

fiZEn

9.1.1 ERAOTHIREFARBRIZB N T, LR 7 a3 O XD BORBENRE SN TWD, FEEME
PBUT Z NS OBEERE O & 2 B TR ORBBEN m < R D RetEn & 2 D CHEICER G T 5 2
Lo

9.1.2 ¥/ v RPrE I3 LIRBUE OBEAIE D & 2 35 Tl RFIOF G2 X 0wk 4 i = 3 e rEn &
HZOTHEICHELGTL22E ( I2REZZAREZOER 2.1) OHAZR)

9.13 HERMWEEREZATHEEFETIE QT LEDOHKIY A7 NELS RLHAEENSH L, LARTZ7rX Y 0
QT/QTc HIFEIZ KR 2 B DWW TR 572, @%ﬁk%ﬁ%&bt%% D [ PN i R B 4 S i &
N, W 607 QTe MROIER LR biieinoTz 60, £, YYERE 235 & L2 oEN
ERRERER IC BV T H QT MR B ﬁ‘éﬁ£$%@$§iif£7ﬁot LU s, ZE TOENSD
TIREERARBRICBNTC, LAZ7e X oI L 2EER QTIEROWRENH L Z Lonn, HER
DRBEATEECIIEEICEEF T2 L,

914 o7 AFux /) urRHEE (Vrvaxdy . ArvuxVor vkt or (ERNRKR) )
DB IV T, MR EZERER 2RO b, TOMoO 7 A X ) a0 RPEETH RO
MEATLEENR D Z LAMESNTND 2, o, ERNAOTIREEARBRICEHNTLR T n ¥
Fv b OBEMENGE CE W THIEMEDEDOE] HNRE I TWD, EEMEEDBFITITE

ZkET A2 (LS. ()EXLGRIMER & MHEEK 11.1.15) OHAESMR) |

9.1.5 #EAMCEB W T, ZbAu X /v R HTEER 52 X 5 KREMWRE XU T KERAREE DI A ) 2 7 O8I 3
ENTNG 5059 (VL. EELEARKTIE L ZOER 8.4, VI.8.(1)EXKLEMEA L MEAERK 11.1.16)
DEEZM])



VIL.

2l (I EoRES) (ST SHEHA

Ny TEED
9.1.6 /N ZHAl (500mg/100mL) (ZiX, 100mL FIZHEF Y 7 A28 900mg &N TWDH7H, 9 oIk
ODARE, BAR, X7 e —BEGEFE, 7 M) U LAOBIARMEE 25 BFIITEREICRE T2 L,

QQEBEHRREEERE

9.2 BEHEEETEE
W IR EE DR RD TV 5, 72k, MmN XX CAPD (FRgerus RIEZENT) X, RN 6
DURTZaXT T URE~OEBII DR NEMENRDH Y 36 FBHOBMBEGIIAELE LN,
(7.1, 16.6.1 &[]

iR

ARANTBHEMALOIAITH Y | BHAENMET LTV 2EE T, BHREREE ORLEIIN U CTARAI O i 23
EH U, @I REN T 5, BEEORE N CERAELOCAEZ BRIk GE, MR EMRE L, &
ICREOBSRERERE CIEREICEF T2 ( [VARERRUVREICEET 538 0HEEEMR) , f145
M Bhie T 7 LIC S X BFOBHERE (CLer: 7 L7 F =027 VT 50 R) BEF LESAOERFIRE (L
A7uaXH¥ o 500mg 1 H 1 BLAEEER) (CB0 2 MPREHBE L I 2L —arLizéZ A, Cler 28
KFt21coh, VARZ7axdvromPEET B Le ([VL10.)BEEEREEEE | OEA2EMR) | k.
MIEENT X% CAPD 1%, KNP H D LR T m ¥ o VERE~OEBI D20 EO@REND Y | BT OB
HIIAREEE2 6D ( [VIOBWEICLIBREE) OHESH) |

R)IF#aElEE R E
BREINTWN

DETEREEEET 5F
BREINTWN

(5)8E 47

9.5 #ttm

(REZEDEELKEBELSN)

9.5.1 iR UTAHR L CW D AFEMEDO & 2 IR G L2 &, #mER (T v ) CIHRIESREEEM O
BEIZBWTIRIROREERILEK O AR OITEIF LB b TV, [2.2, 9.5.2 ZH]

(REFDEELGKRSE)
9.5.2 Il SUTHEAR L TV D AIREMED & 2 ZVEIZIE, TR EOARMEEBE L TRE5 452 L, [9.5.15M]
fEER -

(REZFDEELHERBLN)

9.5.1 BMER CIIMEEFHIEMITRD SN TRV, b N TOMMRT O GICBET 522N LTz
Wy P80 T, M SUTEEE L CW D RIREMED & 2 ZMEICIIARI ORG24k T 5 2 &, 7272 L, RIEEDE
BERPERICIR D VA EOARMA ZE L CIRET 52 & (M2 2ZRNEEZOER 2.2) KO IX.2.(5)
AEFRESZHRER 0HEAZH) |

(REZEODEERER)

9.5.2 MEE IR L CW A FBEMO & H e 12k L CiE, BHHERE LTWER, RIESOEE R
BWTIEL, BF EOREENERMES BB S & BIRENHBT 285508, #5752 &,



VI Ze4etE (EH EoidEs) (R4 5HEH
((i=ER
9.6 ZELIF
BAHALBRNWZENREE LW, b FAHFA~ABITTDZ E0RHEINTWS,
RN :
W EBR TH ~DOBITRRO LN TEY (&RO&E) | £/, A7axH v % b 6612 200mg H[Al1# 5
L7-fE s, 1 BRI CRek 1.33ug/mL, 3 B Tk 2.01pg/mL WL HICBIT LIzZ &b, A7uaxHhv v
ERBROFE B 23R E LT,
(7/NRZE
9.7 INRZ
(RIEZEDEETKRELS)
9.7.1 BELARWZ &, /NESE A2 L U-EERRBRITFEm L T\, B (ShaE R, Bk (13 »
Ats) . $h#ET7 > b)) THERENSRD LTS, [2.3. 9.7.2 ]
(REZDEELEKR)
972 B FLOFIWMEEEE L CHRETH2 L, [9.7.1 2]
RN :

(REZOEELERBLUN)

9.7.1 HMFEBRTL A7 X4 VIV BEFHRENRBD LN LD EEME O OFEHE L7z (TVIL2.
ERNBLTDEA 23] OHESH)

(REZFOEELGEKEE)

9.7.2 [/NEE] T L TIE, BEREZ L LTV ON, BRIEFOEBERFEBIZE WV TIE, 18R LOFIEMEN LR
P& LD & EIRENHET 256 0H, K575 &,

(8)= A&

9.8 SiE

9.8.1 EENLH L LT VWEDORENRH D, [11.1.12 BH]

9.82 HERLLWIKGMBICHE L, HEICEEGT L2 L, AFIX, F& LTEB RSN, &
B CITBRENME T L TWD Z NN, mWILIREN T 2k 2h»nd 5, [7.1, 16.6.1,
16.6.2 ]

9.8.1 7AuFx ) o RHiEEE GROREED Y 27 K2 L T, Eiind CIXEming & TR E O
VA PERT D LR SNz 92 LpbikE Lz ((L8.()EXRLEIER & MAER 11.1.12)
DHESR)

9.8.2 HAANfEEE I 24 ] [65~79 7%, CLcr : 94.3+£16.8 (mL/min) ] K& OMEREIEE#inE 24 5] [20~45
ik, Cler : 110.7£17.8 (mL/min) ] #Xf4IZ, LA 7 r ¥4 500mg % 60 47 CHLE A EE L
TG B OIYENRE N T A — X Rt LTz,

Z ORGSR, R A REIE S A IZH X Cmax & AUCo-24n & BIC EFRH LN TR Y, MERICEE S &
BEREIR T o nvmg Sz (([VIL10.Q2)EkmE ] OHEESH) |

B, BHEAEE T REICRIT DHRNBIEROCHAELOCHEDOHZ IO\ TE, [VIREERRUVBAEICEE
THIE] LKV VILI0.)EHERESTESE OHZZROZ &,



VI Ze4etE (EH EoidEs) (R4 5HEH
7. ®HEER
QL)BtRES LT DERA
RESN TV
QFFREE L ZFDER
10.2 REFE (BFRICEET S &)
A% ERAEIR - 3 A1 KR - falRiE-1
7 == VEIER I T 0 E A VEEREAT O | AR TR ENND D, P ARRIC 3517 D GABAA ZAK
A RPETE 2 88 38 ~OFEEHENERIND LB X
TNANE T T HILTW5D,
7= U R PUEEE S N7 7 U COERZHEE L. 7 a | U7 7 U O GHEZ I, T
S b E e R OSER SR BV | A EAL T O BRI KV
T2 DHERD B, TNT 7 U rnEmT5%L5%
BTV,
QT EE A =32 & 3501 5T 5 385 QT EE#E ZTHBEhnRbH 5, QT JEEEFHAFEIECH N 2
o o BEANRD D,
RIS R AR V8 A (9% A9 B ORI JEFEED Y 227 BT 5 L OW | TFIZRHATH 5,
T R=ynm ENDH D, b 0K E O
E Raarsy LR L OIS M & L]
DPEDIETDH L,
s -

TIZ)VEFBRRXETOEA VEBRFERATOS FHEHERERE (e rmr = %)
=a—F ) v RIS L O EFE IR, PIRROMEIME R EME TH Ly — 7 X /R (GABA) Lt
72 —TO GABA FFRAFEG A LET 22 LICL 5 LEZBZ 6N TND 60, =2 —F )/ o UV RHFEEEAE LI
72055 GABA Lt 72— L OMAANEM T GABA JRE M9 % 69, GABA {EEIEDOMHIFR#E Dm0 PHLEH S
D & AR R OB SR LSRN TR S D, £72, ZOREMFEATRE & GABA IR #lIL NSAIDs
OHEFIZL VR I Z EPMEIN TS, ZOMOMF L LT, NMDA (N-methyl-D-aspartate) &%
KENTHERRT T/ v b 72— an T 21EMx T2 @ER H %,

LART7aFH W0 D007 2 = VIR XL 70 A U ERIEAT o A FHEERERIE L O HIC XY .

R = 00 < B T E ABEBRTIE STV S 0, £, HEFMICES bONLRT 0%y
WO PR FIANIE CTIAZ2 VY, 7 = = VBRRRSR U3 7 0 B VIR IEA T 11 FRE 4 SO 0 D F Ot

PEE T ETDRIEHHREDRDH S,

<BEZ . BWT A>Tz ZLHEER - TOEA VERERTOA FEERERELOHA (¥VX)

B e N LARZ7 e ¥4 (1,000mgke)
JERT T RPN B R (mg/ke) =8
CL TN L
. 200 9 6 9
= VEERE A - =y o
7 = =V R B = =/ 500 10 4 10
A7 Fa Tz 500 0 0 0
Fraxty 300 9 2 9
. . 300 0 0 0
rhova ey 500 9 0 4
WA =R A > )77z 300 5 5 5
o on 300 0 0 0
Fx¥Y T 500 0 0 1
n%Y7n7 x> Na 500 0 0 1
P v Tae T 300 0 0 0
it P ZESaNN 3 500 0 0 0
CL : RfHrEs TN @ sRE MRS L 24 B % 0B X : lkRed ik

B OICFIIMEH Lz 10 B~ APCRE LKA TT,
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o B E P, FPB SRS, JERREUE
AR R | AR B, O FWV, LO9UE, 25 | BUR, Rk, 1TACD | EilkkEE,
SEARS I E
W R 5 MER, R 7 L7F=r kH. BUN k5.
FREA. MELR. SER
JiF % | ALT FHAST 5. v-GTP I | LDH EH. ey v e B | FFrgae i
2. ALP B&/
ik W | AR BRI I ERERED . B I EREOR M/ . U v o REREED
i
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&, M. 08, MR, ER
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MR IR SERA
B B = @, (KM, AEAR
AL SIS | FEREADALEE (12.8%) | EGIER | $F RIS, ST EALAERE, EHAL
PLZE O FERK, TEFHEBALETR ., TS | UK, MR, EHERALA R,
O IERR MAE RS 2RI
O CK b5, JRHPT N okERGME. B | Bil AP, DURR ., R
Bia ., FEEUR, FEEL B, vEIE, B, B,
. T, EIbE, RO E
fiREh -
SESTER L IR I

BSOS O NERIL, TESTEBALALEEDS 12.83% (72/686 B) | 1EHEBALE 5 FEEEDS 6.1% (36/586 f51]) . 14T
LIRS 3.1% (18/586 fl) . TEHNLIERDS 2.6% (15/586 f5) | TEHHALERIRE DY 0.9% (5/586 f5]) |
ARZE DY 0.5% (3/586 i) | TESTEBALAERS . TSN EVED % 0.83% (2/586 ) . MBI, MK, ALK
Sy TESFEBAL R, ZEAREBALER 3% 0.2% (1/586 i) Th -7z,

R ROS O BEIERE IR, B 97.0% (261/269 1) XUXHERE 3.0% (8/269 1) ThH V| HEITHRD LA
Mmoo,

e Grp 1k ST WS » T2 RSN EOSIE 6.3% (17/269 1) TH V. 93.7% (252/269 ) 13 HAkise 23 AT HE
Thole, ENKLETHST-DIL5.9% (16/269 1) TH Y, 94.1% (253/269 1) 1TMEAE CRHIE Lz, &
SIS D 9 5 86.2% (232/269 1) 1XHBLY HICHCEE L (R1SM) . £, &5H T L 0%RB

Kt BE5WIHEN 7.2% (42/586 ) TH V., &5 2 HHLKEIL 0% (0/27 1) ~6.9% (40/576 B) & . k&

DOAENTERD SR> T,

=1 GEFEHMARICEEREMNSEEETTORE

FEBUEK % H 2 HH 3HH 4 HH 5 HH 8 HHE 10 HH 11 HEB |>=14HEHE
269 232 16 3 7 3 4 1 1 2
(100%) | (86.2%) | (5.9%) (1.1%) (2.6%) (1.1%) (1.5%) (0.4%) (0.4%) (7.4%)
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BRERREERAERAERUVEREREEERE &
<EEMOYERUVREEBIATE >

S F MW EI A& R RS SeF MmN EE B N R 2 ast
(2010 £ 10 A) (2015 €9 A) HE
L AR e G514 342 {1 244 15 586 {3
BRI 164 i 77 241 11
RIWEM F B 48.0% 31.6% 41.1%
*1 Je RS AGRIF OB RE USRI T o L B0,

<SHS TR >

LARZad Yo R0 7 RUKER, Lo VEKER, MEKE, ©52787 (T 2F)
B, F7RE, RFFTRAHE, JLTVTTR, T ans Z—]E,

V7 e Zma—F=x) iR A 2T TRAv (AT T X< .

JEJGHE >

—a—F=mx)

v 7 FTE.

s HET—U A RIAE. K

SRR RNE, A TNV, R, T
X RARTE—JF, VUAR TR, T TE, BREE, QY oy TFT (a7 T s TART o) | MR TIVT (T3

Wfige . ABMERPFRERZED “RIES, BT T A, RTF T AL BRI, TAETE, XA M, BRKE, Q&

*2 JedE S D RhRE
VTR, XS MNARNVT hav AR, TUVART TR,
TOME - BB R OFITAISE O "R, JEESS, BFdi45,
FER, MER. FENEY.

TEMERR MBEnEh,

B AFIOIKGBNHE

IR, BISEE S LT TIHERERE, > ber 2 —Jg 77 v g,
FNoa—=7F3IV7 (VIIVT - FTaxT 4 A) | WIMEEL LT

ENHIT « BT =—,

= i AN

AISEARZE CRMERE, 1BME) | KRR B (RIBAAK) | M. R

TRRIT TV.AREER IR 2232528 CeRmifERL) .

- - HEHIH (%)

BEROMARTY ERBONORRE | ARRODEENE pen

RBPERUVEFERE 1 (0.3) 1 (0.4) 2 (0.3)
JRARN)TTL T 4T 4 VRBR 1 (0.3) — 1 (0.2)
SRETE A Y A E — 1 (0.4) 1 (0.2)
RERUXEREE 3 (0.9 3 (0.5)
B IR Ip 1 (0.3) — 1 (0.2)
FEA Y v AIMAE 1 (0.3) - 1 (0.2)
RARRGER 1 (0.3) 1 (0.2)
FEHEE 9 (2.6) 2 (0.8) 11 (1.9)
RIRE 8 (2.3) 2 (0.8) 10 (1.7)
NS 1 (0.3) 1 (0.2)
B33 1 (0.3) 1 (0.2)
215 1 (0.3) 1 (0.2)
HERES 6 (1.8) 3 (1.2) 9 (1.5)
GV 3 (0.9) 2 (0.8) 5 (0.9)
FEIED E 1 (0.3) 1 (0.4) 2 (0.3)
SRR 1 (0.3) 1 (0.4) 2 (0.3)

Jv SRR — 1 (0.4) 1 (0.2)
BEIRIE 1 (0.3) 1 (0.2)
BERUREES 1 (0.3) 1 (0.2)
Hng 1 (0.3) 1 (0.2)
mEREE 3 (0.9) (0.8) 5 (0.9)
HrRJE 1 (0.3) (0.8) 3 (0.5)
Mg 1 (0.3) 1 (0.2)
ST 1 (0.3) 1 (0.2)
IERER. HaEB R UHtFRES 4 (1.2) 4 (0.7)
g 1 (0.3) 1 (0.2)
VR it A 1 (0.3) 1 (0.2)
a7k 1 (0.3) 1 (0.2)
Wil 1 (0.3) 1 (0.2)
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24

=

Pt EoEES) (BT DIHHA

REIBIE (%)

= FFHIE
BIF RO ERBONOERE | AFERODEENE pen
BiaEE 28 (8.2) 17 (7.0) 45 (7.7)
T 17 (5.0) 10 (4.1) 27 (4.6)
(i 6 (1.8) 3 (1.2) 9 (1.5)
BN 3 (0.9) 2 (0.8) 5 (0.9)
JE AR el 1 (0.3) 3 (1.2) 4 (0.7)
Mg 1t 2 (0.6) 2 (0.8) 4 (0.7)
R 2 (0.6) 1 (0.4) 3 (0.5)
oYz - 2 (0.8) 2 (0.3)
JlRaliATH 1 (0.3) - 1 (0.2)
WH AMEE % 1 (0.3) - 1 (0.2)
B 1 (0.3) — 1 (0.2)
BEERUVETHEEE 4 (1.2) 5 (2.0) 9 (1.5)
W5 2 (0.6) 1 (0.4) 3 (0.5)
Pl 1 2% - 1 (0.4) 1 (0.2)
3B — 1 (0.4) 1 (0.2)
B - 1 (0.4) 1 (0.2)
% D FEAE — 1 (0.4) 1 (0.2)
SRET 1 (0.3) — 1 (0.2)
5 1 (0.3) — 1 (0.2)
BERRRUEESHABES 4 (1.2) 2 (0.8) 6 (1.0)
EafEipra 2 (0.6) - 2 (0.3)
T 1 (0.3) — 1 (0.2)
5 P9 — 1 (0.4) 1 (0.2)
B b — 1 (0.4) 1 (0.2)
LR EE 1 (0.3) - 1 (0.2)
T — 1 (0.4) 1 (0.2)
BERUKEEE 1 (0.3) 1 (0.4) 2 (0.3)
il 1 (0.3) - 1 (0.2)
B RE R E - 1 (0.4) 1 (0.2)
—fi% - £2HEER VRSO IKE 70 (20.5) 30 (12.3) 100 (17.1)
TSR ERALALBE 54 (15.8) 18 (7.4) 72 (12.3)
TEHHERAL T 5 FERE 25 (7.3) 11 (4.5) 36 (6.1)
TGN 9 (2.6) 10 (4.1) 19 (3.2)
TSR AL AR 11 (3.2) 4 (1.6) 15 (2.6)
TSRO AR S - 5 (2.0) 5 (0.9)
TG AR 2 (0.6) — 2 (0.3)
TG AL R 1 (0.3) 1 (0.4) 2 (0.3)
ISy 1 (0.3) 1 (0.4) 2 (0.3)
JLHEK 1 (0.3) - 1 (0.2)
TEFHBALS G - 1 (0.4) 1 (0.2)
FE N 1 (0.3) - 1 (0.2)
(mpl) 1 (0.3) - 1 (0.2)
TEHHEBAL AR e 1 (0.3) - 1 (0.2)
ZERINIE SR 1 (0.3) — 1 (0.2)




VI Zz4ett (B Eoigss) (B4 5HA

- - BB (%)
AlfF RO SFRMOMERDE | LRIBOEEME a%
ERRRE 73 (21.3) 29 (11.9) 102 (17.4)
TI=VT I N T UAT =T —EEN 35 (10.2) 15 (6.1) 50 (8.5)
TANRTGEXUVERT I N T VAT =7 — BN 29 (8.5) 12 (4.9) 41 (7.0)
y-INE IV RT AT =T — PN 17 (5.0) 8 (3.3) 25 (4.3)
A BREE M 15 (4.4) 1 (0.4) 16 (2.7)
M7 H U RRT 72— 10 (2.9) 4 (1.6) 14 (2.4)
M7 L7 F ok 2R —BHIN 1 (0.3) 4 (1.6) 5 (0.9)
PR R o bR 5 (1.5) — 5 (0.9)
1fn. LR A K SRR S 0 2 (0.6) 1 (0.4) 3 (0.5)
A7 U o NEE 2 (0.6) 1 (0.4) 3 (0.5)
~< 7 Uy M 2 (0.6) 1 (0.4) 3 (0.5)
S =R % 2 (0.6) 1 (0.4) 3 (0.5)
I R EREGR D 1 (0.3) 2 (0.8) 3 (0.5)
AR MM EREGR D 2 (0.6) 1 (0.4) 3 (0.5)
PR E M 3 (0.9 — 3 (0.5)
iR =) WP =52 i 1 (0.3) 1 (0.4) 2 (0.3)
b H B 2 (0.6) - 2 (0.3)
i BREGR 2 (0.6) - 2 (0.3)
M i ERFE 1 (0.3) 1 (0.4) 2 (0.3)
HE e U e 8N 1 (0.3) - 1 (0.2)
M7 V7= — 1 (0.4) 1 (0.2)
s Yo L 1 (0.3) - 1 (0.2)
HERIER AR 1 (0.3) - 1 (0.2)
R E UL e N 1 (0.3) - 1 (0.2)
i/ N EEE N 1 (0.3) - 1 (0.2)
I IR ER B 53 SN — 1 (0.4) 1 (0.2)
R a ey ) —7 N 1 (0.3) - 1 (0.2)
) BEMOfE . [ICH ERRESRMFES B AR (MedDRA/J Verl7.0) | IZHESE, BERIRSHE (SOC) [CHHEL, &61C, &

i (PT) ZR#L7,



et M EOEES) (S 5IEA

<EFRLOFEARERE (2011 F 10 B~2013 49 A) >

SEFEKOERARERAE
SR RTAMG o G E B 1,138
BIE RS BUE B 115
BITER ORIIEFE (%) 10.11
ElEADiEED HBFIEL (%) ElEmAnERE BB (%)
BEAE R VB & RIE 4 (0.35) BRUREES 3 (0.26)
JHi% 2 (0.18) R e 1 (0.09)
TARBEPE KNG 2% 1 (0.09) B e 2 (0.18)
PR i S e 1 (0.09) —f& - 2HEER VRSO IKE 14 (1.23)
MEEVY VNREE 10 (0.88) TS EBALALSE 6 (0.53)
=il 7 (0.62) TESHANA 5 (0.44)
TR BRI INSE 1 (0.09) RO AR 1 (0.09)
F I ER s i 1 (0.09) TEFHENLE 9 FERE 2 (0.18)
U 2 RBRIRAE 1 (0.09) FEEL 1 (0.09)
T PP BBl i 1 (0.09) TESH AR AERR 4 (0.35)
1/ NR IS E 1 (0.09) BRI E 53 (4.66)
RBRURERES 4 (0.35) 7;_:,/7“ 2 RTUA 13 (1.14)
EL D AN s 1 (0.09) 7 =7 —CHn '
K7 o —/ VI gE 1 (0.09) TX/:O??\?\/EE? RRTUA 9 (0.79)
IS g 1 (0.09) 7 =7 —EHm
5 U ¥ AfLTE 1 (0.09) sy t‘:U/I/t‘:‘/iE'JJu 1 (0.09)
oo o
AIRE ! 009) 2 vT%y;xnﬁ%ﬂ‘~ﬁtﬁbu 1 (0'09)
HRRES 2 (0.18) , '
e 2 (018 7 v =1 2 (0.18)
IEIR SR, IR UHRES 3 (0.26) R Y 7 L (009
%&wws‘%ﬁmﬁi 1 (0.09) A 41059
- SFERER A 9 (0.79)
L P A R 1 (0.09) . - _.
y—INWEINVKET R
Jiti e 5 1 (0.09) 7 = 5 —PHIN 2 (0.18)
BhEE 7 (0.62) AT 1 (0.09)
M 5 (0.44) ~< 27Uy M 5 (0.44)
AN 1 (0.09) ~NEZ TR 1 (0.09)
M- 1 (0.09) IR A B 2 (0.18)
FFREE REEE 16 (1.41) U 2R 4 (0.35)
A e S 13 (1.14) HEEREH N 1 (0.09)
i e 3 (0.26) ifiL R 2 (0.18)
RERUVE THEES 8 (0.70) ARIMERE D 4 (0.35)
E'32 1 (0.09) A i BRER 8 (0.70)
5 6 (0.53) fFmEsE E5- 1 (0.09)
EAERZ 1 (0.09)

) BWEROfER . [ICH EHEREIEAFEE H AFER (MedDRA/ Verl7.0) | IZHDE | ZERIRSHE (SOC) I8 L, 61T, 4
AiE (PT) w7,
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WERKE, SHHE. EEERVFHOF

<

RRRERRICRIFTHE

BEERANOBERAFAETEE

ERRFAHEMERRETKER (XK WEAER) >
FEATG B S 342 {3
ER2RAF HERE R FIREIE (%)
5 227 116 (51.1)
MR
LR L8 115 48 (41.7)
65 Al 167 75 (44.9)
. 65 LIk 75 K 106 62 (58.5)
e (=) 75 LL_k 80 Kl 53 23 (43.4)
80 LAk 16 4 (25.0)
40 K% 15 6 (40.0)
40 L 1 60 A5 214 95 (44.4)
k
IR (ke) 60 L 80 A 102 56 (54.9)
80 LAk 11 7 (63.6)
20 Al 1 0 (0.0)
) 20 LAk 50 A 48 20 (41.7)
CLcr® (mL/min) -
50 LAk 80 i 144 70 (48.6)
80 LIk 149 74 (49.7)
L 54 28 (51.9)
aF 288 136 (47.2)
FERER - A OHE HESE 145 66 (45.5)
HY —
FRAEE 143 70 (49.0)
HEE 0 0
7L 1 148 (46.8
o R 316 (46.8)
HY 26 16 (61.5)
L 158 (47.7
S i & : 231 7.7
HY 11 6 (54.5)
7L 152 (48.6
B A B : 213 (48.6)
HY 29 12 (41.4)
7L 2 140 (47.5
LB O - > o)
HY 47 24 (51.1)

BE SN TV

a : CLer 1% Cockeroft and Gault =% W CHEH
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(E:E)
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(BEBHE Lk K, & L WE - BERLAMERETA R 20000p.214 X0 P, K Uy AT+
V)

11 EBALDEE
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14.1 EXFHEFDOEE

(BFIH8)
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(N A 7 ILELE)

1412 ABAEKECHINT 5 2 ENEE LV, B, ARZILESCHICHERTHZ &,
142 BRI EROIE
(BRI Ft38)

14.2.1 BFNFA~RY o R U O A LEAEEAERRD SN TNDEDOT, HIRN D T —T VREEIT OB, ~3
Uy b oA KD MikEEE L (~%Y ey 7)) mifkiE, v— MNE AR TR (77
vUT) THZ L,

14.2.2 [Al— D s — SRR L, RH &2 L TR G T 535813, Al ERAE TEE. IRES)
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142 3EMBEDRUIIER L7222 &,

Xy T EED
1MA2A RO AKV ITBLZORLE L THEMTAZ &,
14.2.5 BXEHIAETH 5,

fRER

(BFI$8)

14.1.1 BEZEERBR A i L2 FEANIR SN TN D, A & A 2Bl G L72BR, IR E 22 & ol G2 b
RBOLNIEEIT, BELRNZ L,
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(A T ILELED)

14.1.2 Y8 ShKEEIE £ TOENERAR BRI A 7 A -H O 5 EH TN IRE (bmg/mL) Th /Ny 7 ilH %
R LIz Cd b, A ORMCEICEONTE bmgmL IZHRT 5 2 ENHERS LT 5,

(EFI£58)

14.2.1 fEZRBR LR 7o~ U7 R U ATREZERED bILTWD, §kE 7T —7 /v
HEZIT IS~ U F MU U A XD IMEERERG R (~") vy 7)) mitkid, b— NNE R (7
T T) THIE,

14.2.2 AF LA (RE, BES) NROLNTWHEAINH DT, F—0O8HL— F2#H LT, K
Al & A 25 e L TR G- 2881, FLEAbRBRoOME ( [XI.2.Z0MOBEEER ) ) 22RT 5
ol B, BAEEERBRE L7 RANIR O T\ D, ARA LA ZELA LTZES, TREROIRE R &
DEAZEDRD N HEIL, HE LW &,

12.ZDHOFEE
(VEEREAIZED 15
BE SALTWV 720
(2)FEBEFREAERICE D  1E#R
BE SAUTWV 720



IX. JERRAREAER(CBE9 5T H

IX. JEERPREERICRII S 1HE

1. FEHER

(LEMFBAR
VIL.EMFEEICEHT HIER | 0HEZR
Q)R e EBERER

HRAREER (T R) | BHERE (7> b)) ROWRE - LR [T LA MU —RkBR (W=7 A4 %N) | LFHiE
BN (F/LT v b, invitro) . hERG &t (CHO-K1 Mg, invitro) 1 \ZKIFTHEE e LR, &
W & R D ERITRD bz o7z,

() D th D FEHEEAER
M EE R L

AR
M OBIRNB SO%E, RIZLRToEyoy @AY L LTRLE,
(1) EEESHHRAR

AR5 H D LDso {8

Fill

~ A 7w b

E—7 R

H=7 A ¥

{63

iia

i

i

LDso (mg/kg)

261

315

195*

>195%*

* o g O EEE
QRERSEEHRR

1) 4 BE®‘RE (Tv b, A=V A4H))
Ty NEOHI =7 A P 4 BEBRAERIRNES L, —BIER, ik, R, g S a2~z 7 v hMZ
19.5. 58.5, 176mg/kg/ H 5 L7-#4A . 58.5mg/kg/ H UL | CRRIEEOHIN & KEREHEICH T 2 BH#CEiE
JRAE DY, 176mg/ kg/ B THREASEMR (B FEENMX T, IR T, #6E, i, ROEIm) O3, EEF
BN MKEORD, IR pH O T NG RFTEEER EOZENRBD b,
F7o. BEGOILE & EEMMNN 58.5mg/kg/ B LA ETH LN, LR 7 axt o ObiEEEICER T 5
EEZLNT, (HEFME A« MERE S H12 19.5mg/kg/ H)
B =7 A I 9.76, 24.4, 61.5mglkg/ H#H L7=54 . 24.4mglkg/ B DL ECHEIR (BEEFF, @k 3Kk
@)%ﬁ&@ﬁﬁg@%&@&@&%ﬂ\mjmw@afiéEL%E&UﬁﬁgmﬁwﬂAEMK
L2l TR TOREHEB ICEITRD bRroTo, (EFME A« MERE S 12 9.76mg/kg/H)

Z)BEﬁEﬁ(ivH

7 v MZ 13 EEKERIRNEE L, —BER, Mg, R, e & &2,
7yb;9%\%3\Msmﬁgﬂﬁﬁbt%6\$ﬁmwyﬁﬁd\%% CREREEIC I T 2 H R E

TR OERFE R AR ST,

9.76mg/kg/ H UL TR0 bz,
(R)ELEEHAER
MG R R L
(4D A RMEEAER
MR L

LARZexY o obBEEEICL S EEDbN S EGEEOEINN

(M & MR & 12 29.3mg/kg/ H )



IX. JERRAREAER(CBE9 5T H

(5) T A4 H 1 ER
1) SEIRATR CIEIRMAARS (S v k)
9.76, 29.3, 97.6mg/kg/H ZHEZ v MZIIAZEAT 9 BRI, M7~ MZIXAERT 2 BN SEEE 7 HE T
AGFRIRN G LTz & & MERER B O ERRE . e IR~ DRI b o T, 97.6mg/kg/ H O
HER B 55 CTh 2 R OMEIR K OPRKEEN B 1L, S BICHECTIXATE & OB EDORAD 32 i,
(Mg & . BlEW) O — XM T 29.8mg/kg/ H . BlEMW O A58 ) OGO #ME T 97.6 mg/kg/H)
2) MRBERBHRE (Sv b 9HF)
<HEHEZ Y k>
9.76. 39.0. 156mg/kg/H Z ik 7 H/»H 11 HHIRE#HIRNIEE G- L2 & £, 156mg/kg/H TREMW OZ D
JEE., BBIROBAEEL AR TAH—T 07 4=V KT A2 FOILH ER D BB N BTz, L
L. WTNOHEIZBWTHEFEEITRD bienoTz,
(MEFrE & - RFE O —EME, R LK OHAER O#HMET 39.0mg/kg/H . REEh)O/EFHT 156mg/kg/H)
<EtEDHE>
6.10, 12.2, KON 24.4mg/kg/ H #4T0R 6 Hv D 13 HNKEFIRNE S L2 & & 24.4mg/kg/ H TEE-HD
N CH D HENORERR, i %5 R, BB OERERINER CEEREORBD N AL, Linl, Wi
NOMEIZBWTHIEROMER:, BIROAEE, BE. ROBRBICEEIIRD b TG ELRD b
Mmoo Tz,
(MR - REW O — 3T 12.2mg/kg/ B, REM) O A FE J QR 2 O 31 T 24.4 mg/kg/ H)
3 AEHRUVEILERE (Sv )
9.76. 29.3. 97.6mg/kg/ H Z 4Tz 17 H b0 ikt 21 H £ CRIEHNRNE G L1z & &, 97.6mg/kg/ H T
HHEANL T 2 ROMEIRK OB EOEAD 13 HHiv, HAERTAH =707 4=V FT A FOILH B3 D [¥
DO BBz, LrL, WTHIOHEIZBW T HIIROMERE, /oW OVEFRERRIZ BT O H i
Mo,
(EFRVERE . IO — ML AR O FNE T 29.3me/kg/ B, REEM O 45 C 97.6mg/kg/ H)
(6) BRI RSB ISR
RN, BRI, M OVILE P B B G- R el i el (o7 5 5)
0.5% L A7 k4o A Z U O HEIRN, FF kN, K OE#EIREFICH RS LzE 24, @ik
N5 5 BRICRIEDOBRIIGIC L 2 EEMENRD DIy, FlRIN S I OF RS B & 5 CHEMEE 20
EHE T,
<BZE . b FTO Invitro JF MR >
Brfife MK E VAR T m R U ERFIAE 110 TIREG L. 37°C30 43 BRIEE OB O 2 F1~72, KE
THRFES LTV D 0.5% 48K (LEVAQUIN®) (X, A% 5%dextrose (glucose) & L7236, 99V R
PEAER LT, 2.5% 15 A (BRI - VERHIK) % 0.6% & 725 X 5 AABRAEIR CAVIR L 723556 M ORI TR
FEINTND 0.5%7EHHA] (TAVANIC®IV, (BT AR : ENTTESN TWDST EIRIER Uk
57) VTR BRI E R S o T,



IX. JERRAREAER(CBE9 5T H

(NZ D DYFHE S
1) Blxtd %8
10 A R EF RN G- 2tk (7 4)
9.76 & 1\ 48.8mg/kg/ H Z [ME NZW % 7 ¥ X2 10 HEFIRNKE G- L2 2 A, WThoOHETHE
BHITRO b oTz, (st & . 48.8mg/kg/ H)
2) BMEIRUVEEEBICRT HEE
@2 B R EEFRIRN IS 5 H MR

<HEZY L>

9.76. 39.0. K* 156mg/kg/H % 4 BT » M2 2 MEREFHIRNE S L7-RBRICBW T, SHED
156mg/kg/ H 23\ C 6 B IR O F Elfgm it 2~ S e o7, (MEFEME & : 156mg/kg/H)
<HEAX>

2.0, 3.9, 14.6, X" 58.5mglkg/ H & HEMESIE ©— 27 VK (4~5 » Al 1 2 BERESHIRNE G LTz
FRBR I U T AR 2R Cid 2.0mg/kg/ H LA ECREHE CRERIAE S b RGRIAR) O pGEGERIEDS | 3.9mg/kg/
HULECRIE#ECERAERRD bivie, L, FROKPIRIE & £38 & O B#EM X e o7z,

(MR - 2.0mg/kg/H)

<HHRAX>
9.76 &N 29.3mglkg/ H Z HEMERGAA X (18 » Alln) 12 2 BRKEFHIRNE S L2 BRicsnw T, LR
7 u e BN R OB EASEE A R S o T, (M 29.3me/kg/H)

<BE AXRVFvy FEAVEEIICKHT 2828 (BOKEY) >

(A %)

PiaiA X (4 5 Hilw) . HOREAA X (13 4 Hln) (27 B A&E LESEEE R Lo/R, £
ALEA 10, 40mg/kg LL E D & CRIETHRE O AKE K D A DTEEARBD i,

(Zv 1)

T v b (3~4 Hin) 127 HER ARG UBEES#EEARE LR, 100mg/kg £ TOME TR
IR HALe o 72h, 300mg/kg LA EO A& T ERiE L O UL RERE HE O BEHRE 12, W
RADIZIZ AT R, AR 7091 1 X B AR v e oD 22T R 3 588D & LTz,

E) vARTaxdy oKk E L CoRE

Q4 B REEF#RANRFERSEERBR RERAA X)

2.9, 9.76, K1 29.3mg/kg/ H Mt — 7 VK (T~8 » A#n) 12 4 M AE S AR S &5 L 7=l Bx
(BT, 9.76mg/kg/ A LA LT, TUBBIET O BIEHRE O W 2K S OB 2N 7 B, /AR
(XBIECE O BURZS M R OVBER . E7-. WO HRO bz, 29.3mg/kg/H Tld, & HICHTHR
wROVE & O BETR b A DT, (MEFEE & - MERE S 12 2.9mg/kg/ H)

3) <BE>HEM
HREFIRNBESLEEHER (TVX)
50 & Of 100mg/kg/ H ZMEMEA~T L A~ 7 A HEERIRIN R 5% . RIGFREDE 2 4 RERTRST U, 550 E S o
FRE PRI I L 0 B Z R LR, VAR 7 a3 0 O I TR E Th » 77,



X. BEHFHEICET AHE

X. EEMEIEICEHT HIER

1. RHEX

A RGEERS  BEEMFEOLLTZEICLVERTL L

BRI - REE LR

2. A

BRHH : 34 (LEMRBRAERIZES)

3. BENRETORE
FEIRRATF

4. MFEWLEDFEE

20. RFWLLEDFEE
Xy TRE)

(N1 7 LB

20.1 ®FONEZRET 5720, AREEA TWAIMSIIE AR E CRRE LRV &,
20.2 AERVPHA L TV D L EXLHNFRBDTH L TWD EXIEA LRV &,

203 WAL OMEEZREFT D720, ANA TAOHNFITHEHRE THRE L2 &,

5. BERITEM
BEMERLTA R HY
<FVoOLEY &Y

FOMOEEMTEM . [XLO2.F0OMOEESEE | OmEs*2R

6. R—ms - FBHE

Bl —Rm% 77y MERETE/N Yy 7 500mg/100mL, 7 7 £ v FAHEFTE 500mg/20mL, 7 7 ¥ v hogg

250mg. 7 7t v h®E 500mg, 7 7 B v hOHKL 10% (55

— kA th)

77y IR 0.5%, 77y bAlIRiR 1.5% (B REEERA S
Rl % 3. X/ RhiEE 7Yervaxhir XXT7ax U A VVBE, TAZ 7 axt v U ER

Hi5)

7. EEEERR
1993410 H 1 H (AA)

8. BERFTAZDEABRVARES, REEENHKEAR. REMAKBEARAR

. . - FRAM FEHE
7 LG IR TR REB . PR LA
R7e4 LEIREARAEA A TG AR A B IRFERAAEA B
LR 7 XY v il Ny 7
500mg/100mL, DSEP| 2018 4£ 2 A 15 A | 23000AMX00199000 | 201846 5] 15 H | 20184£6 A 15 A
LR 7 a9 0 s
500mg/20mL [DSEP) 2018 4£ 2 A 15 A | 23000AMX00198000 | 201846 51 15 H | 20184£6 A 26 A




X. BEHFHEICET AHE

9. PREREMBEM, AARUVREZEENEOEABRUZONE

%Y L7an

10.5EERR. BEERAKREABRVEOAR

BN ONANA

11. BEEHME
A RO

12 REHRHRICEE ¥ 5 1FHR

A% L7220

13.&£Ea—F
JEAE S5 B8 A L BB EEL 2 — F . L& ERALHE
i i
W 5e4 U R 3 o = — | (YJ 21— 1) HOT (13 #7) F= ST A a— R
LR 7uaxHt
SNy 6241402G1032 6241402G1032 1262216010101 622622101
500mg/100mL [DSEP|
LARTZ7aXH
SR 6241402A1030 6241402A1030 1262209010101 622622001
500mg/20mL DSEP|
GS1 =— K
R5E4 R 2 5 : SRR : — 5 :
PHADE o — R ARFE AL o — R JTAlEEa— R
LR 7axHt
SR EHE N > 7 (100mL) 10 4 4987081786664 14987081187956 24987081187953
500mg/100mL [DSEP|
LARZ7axH
SRR (20mL) 1 /31 7L 4987081786640 14987081187901 24987081187908

500mg/20mL DSEP

14 REg#EfT EDEE

ARANTEZIRHIM L DR FEERMLTH D,
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D B BRI - ALRIE O 1994 5 10(6) : 1121-1127
2) HWNEE ZEMICET &R
3) Madaras-Kelly KJ and Demasters TA : Diagn Microbiol Infect Dis. 2000 ; 37(4) : 253-260
4) EF SED : AALTHRETERMERS 2011 5 59(S-1) : 32-45
5) FENEE} : JREQEYYE A x5 & U ek (G IHR)
6) LM HED : AALTFIRIETERMERS 2016 5 64(6) 1 796-812
7 AENEEF - SVBHEYYE A xS & LR REER (B IIAR)
8) HHUEMIEA ¢ AALFEFIEFRHERE 2017 5 65(3) : 445455
9) tENERL . TEMEMERTIIRE . SRR AR 265 & LR (B8 TI1AH)
10) R E—1E30 1 AAEFRRETFRHES 2017 5 65(3) @ 484-490
11 thNER MBI B 25t 5 & U7 BARRER (BEIIAR)
12) PIRFAEIED ¢ AARLARREFRHES 2017 5 65(3) @ 456-468
13) FEPNER : PEMm ANPHERYYE 2 %t 5 & LB R (R IFR)
14) ZIREEEIED ¢ AALARREFRMES 2017 5 65(3) @ 469-483
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e Zeth | VEWRIASE ¢ H AR LSERIE A HEE 2011 ; 59(Suppl 1) ¢ 1-9
Cahill JB Jr, et al. : Pharmacotherapy 2005 ; 25(1) : 116-118
L ED ¢ BAMEFHRIETFRMERE 2011 5 59(6) @ 5857596
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FEPVER - Bl A 2R LERER
*1995 FELIE [ H AL 2L M55 (Chemotherapy) | ICREAE T S iz,
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1. A% - REZEICE L CEREMZITSI2HE->TOSEER
(L)1

EA=RANA

QR - BEURUVRERSF1—J0\@EM%

Y LR

2. ZDOBEEER
<LAR7OFYS U EAMEEET/\v 4 500mg/100mL TDSEP] MEAZEILR>
HER A A

FRBREEA 2 IS SCEICE > TR L, LA 7 m 4o U flRfE N~ 7 500mg/100mL [DSEP] & %88 1 %t
1 OEAETRA L, BEAM%, 1. 3, 24 BHE%RICH T 24MI L pH 272, £, 28L LT, RBRIEA
DHAITOIME L pH OFER b REHK Lz, AMBITELA L7350 2 BaORBEF I AL, B0 RE v,
PR CTEIZE LT, SMBIA L (R SUIIER) 23880 bR I23EANC W TIE, Bld 24 FRICREIT 5 L
A7 m XY OBRIFEREE LT,

/R

VAR 7wty v S ERE N v 27 500mg/100mL TDSEP) & iR AYED SO ESRA R ST s m)

198 FEFEICOWTREBR L7/ R 2 TRIOR LIz, VAR 7 X33 0 8l#E/ N v 7 500mg/100mL DSEP|
EDBRIAIC & T, 24 BEBILINICAMEI A L GRIBSUIIERE) 23388 b= AT 16 FdE, pH 21 (Bld
E% O pH 205 £1.0 LLEDZEAL) MR L EFH AL 3 I TH o 7203, 24 B LINIAOMBLZ L (R X
TR D3R8 HAVZRVERANL, WM S ERFRICEMITRO bR oTo, 2k, SMIZES pH kR
PO LAV VERF & DI SFUTIE, BEEMEITERO b o T,

RPDEES

% EAEL OMESUT pH £1k) AR b8 — 2B kAL a): AMEE DY E s EET

b):pH Z{tH V0 o : EEABRIEOFENAR 2 AR ICIEEN A U720, AL, ZO7ORIISET -4 L35,
W EHAK S ABAEIKR G: 5% 7 FURHEFK 20%G : 20% 7 K 7 FHEFK

E e
#1:20104F 2 A #2:20124E 3 H #3: 2016 F 2 H  (RBH SN TV ABEEANL IIEFRBREHmLHEOLDOTH S, )

Ficl 571 Hisl S8l 24hr pH .
e . e ) %17 |Bl2 | 1hr | 3hr [24hr
SEE A 4N SHE NG Y Y 24 24 4
oA Espa Fis: pH | FlAERE 1hr % 3hr #% 24hr % H=) || % | % | % R
; , . o | PREE AT | S B
X ¥ N ¥ b - -
(e 0| osgraomuw) RO 10 8| PRI oo g o | - 929404 07|
P LR | R
ettt ore , MG WOk e
ZRF— VS 0.5g%|  0.5g+20mL(W) /&fg}i% 10.7 wﬁgﬁf DRIE L B — DIRIKE B 9.6(9.7[9.79.7| #1
ayr LR
REMRERHAL | L 10mg/2mL e (4,7 B O3 N RG] -~ -~ -
Bl RV AR 10mg G ) Dtk 3.2 Dl 100.0 | 3.5|3.4 33|34 #1
5. P A B E A7 3 » I
78T AR | oo oomL) [FEAEAO| oo | R - - - 99.8 | 48|48 |48|48]|#m
pr—— (50mg/mL) QLS DRI
= NN 5mg/1mL 402 4 Y25 B YA v _ _ _
L% — AL bmg G ) wietk | 30| ok 99.0 |3.8(39(38|39]|#




XI. fi  *&
Fid 574 I HA S8l /(241:11‘ _ pH g
T8 T R wm | pH | mems | g | skt | 2umeie | oen (o] BT 2
BUFVA] | 7RISR %gﬁnéj%g; m{})@(ﬁ;ﬂ 44 %fgﬁ% - - - 1006 | 4.7 |47 |47 | 47| #
A ) 732 200mg 2?%“;%35‘ ﬁ]‘f‘})%g;ﬂ 41 7&5)5%&% - - - 98.6 |4.6|4.6|46|44|#
7 % 7> Hi 1% 600mg| 60%%‘%?%““ ﬁ;%;g;ﬂ 3.7 %ﬁg{i% - - - 99.9 |4.7|47]46|42|#
ey TR
. 755712“06 nl;gw W 20££§2T?%?L ;%%%gﬂ 3.8 :;%‘%: - - - 100.8 | 4.8 | 4.7 |47 | 44| #1
a7 5y 5mg (%?gim%; "b-«gz: a1 |” f}";i&& - - - 1015 |44 | 43|43 43| #1
y%ﬁzﬂ:y& (2%‘;5?;{“ ﬁf‘}%ﬁ;ﬂ 6.9 %ﬁgiaﬂ - - - 1011 | 4.9 | 48|49 |49 |#
Uy U 0.25mg Oé_ggl(}%l%]“ ﬁgﬁﬁ;ﬂ 75 %%f%im - - - 101.2 | 5.0 | 5.0 | 5.0 | 5.0 | #1
T D o AT T Ny
. ]\7*:_1/17()/21; jfﬂ 100mg+100mI(S) ;&%ﬁiﬁ 4.4 ;z%‘g; - - - 100.3 |48 | 47|48 |46 #
250mg 250mg/100mL(S) “}})?{'ﬁ‘{ﬂi 8.9 U)iﬁif;: B B B 99.8 | 70|71 701701 #1
7L Hm U 150 lfgénrfﬁlél} ﬁ;%;g;ﬂ 4.0 353;;)5%@;}1 - - - 99.7 |4.8|4.8|48]|48|#1
AU K A 1% 1'(%%22%14 m@éﬂf{;ﬂ 6.5 %ii‘im - - - 995 535353 |53|#
FAENRAAN [BHEASF v m A 2 2% lgggfgf mﬁf{;ﬂ 6.4 %%g‘%&;m - - - 99.8 | 5555|5555 #1
Y10 X AVESHE 50 ?%%5;‘;1; mﬁgg 5.9 (ﬁiﬂ%iﬁﬂ - - - 1005 | 4.9 | 48|48 | 48| #1
AFX T — VEFHKR | 125mg/20mL(S) Mfﬂf{f 5.8 (ﬁiéiﬁﬂ — — — 100.8 | 4.8 |4.8|4.8|4.8 | #1
YNH Y | 200mg* | 200mg/20mL(W) w%gﬁm 9.6 | HEOEIK 2 ffg;ﬁ; - ﬁ;&fg 7981|8180 #1
VLB »
FIPRAI (C§ R
53y 7 ATE 100mg % 1(()5(%5/71\0;& mﬁgg 9.0 (ﬁig%”fﬁ %ﬁgﬁi@ gﬁéﬁ% - 6.3(6.3|64|71|#
mmﬁ&a)
1 B Al ~ V:jlgr:gﬁ%& 10mg/50mL(S) ﬁg{%gﬁm 4.3 %ig{im - - - 101.5 | 4.7 4.8 | 4.7 (48| #1
:i(;;g’t?ﬁmf& 10?%?%?;;‘]4 m@éﬁ;ﬂ 48 7&%;5&;% - - - 101.2 | 4.7 | 4.6 | 4.6 | 4.6 | #1
B PRRA] |~ F o }%ﬁﬁ%& %%;g;ﬂ 2.9 ﬁ@%ﬁ;ﬂ - - - 101.2 3.0 |3.1]3.0|3.0]|#1
A”N"Q?(; EHA | o5 omg+smL©) ﬁiﬁf 4.8 %%,{%ﬁw - - - 101.6 | 4.8|4.9 |48 |49 |#
zome | FTYRFENR 0 croomL) | HEET | g |G - - - 1005 |53 |53 |53 |54 | #1
IR [— mﬁeﬂéﬁﬂ z&gggw
B 10mg/omL 10mg/200mL(S) “%?&‘{* 6.5 anriﬁé - - - 100.2 | 4.8|4.8|4.8 |49 |#1
IR (s ) Fiz)(fm:i%@ 4?%‘%%%L Mf«gzﬂ 3.8 (izi;ﬁ%g% - - - 99.8 | 4.4 44|45 |44t
LR AR | B YRR éﬁé;% ﬁiﬁf 2.7 %%g{iw - - - 1006 | 2.9 | 29|29 |29 |#1
i seenane | omgamis) | M4 | oo REGH RERI | s | N [ss 559 o3 o
BaphE o
H % 5 — VLB 20mg| 20mg+20mL(S) Mﬁgg 6.0 (izi;ﬁ%g% - - - 98.9 |5.3[5.3|53|53|#1
{ﬁ{iﬂ%iﬁu ﬁ;\‘/&l(\)inigI%i&_ 100mg/40mL(S) ﬁiﬁf 7.0 %%g{iw - - - 100.0 |55 |5.6 |56 |56 #1
& H ’;(‘)’0;?%& 200mg+20mL(S) ﬁiﬁf 5.8 %%g{iw - - - 995 |55(53|54|53|#
KR T
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