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(LR7uex¥ & LT H00mg/20mL)
_ 4 % 4 LART7rEg kY (JAN)
. ¥4 . Levofloxacin Hydrate (JAN)
; We 52 B hA
T W IRGERGREE A B | S AL A 1 B . ;
@hﬁ%stﬁzfﬁfiﬁ FHH
- . R XY A
x & F R R ,iy;';oojgjlg()m*ﬁ*%wm 2018472 A 15 H| 2018476 A 15 H| 201846 A 15 H
B 5T B A E A H S —
LAR7n o ISR
Soomaeoml, DSEP) | 20184E2 71 15 [1| 20184 6 J1 15 1| 20184 6 1 26 1
HERT (8 A) BT 8 0 =3 X 7 7 et
T & R 55 & # & | ke = 8 B kst

ERFRBLEFOERE

&

W& b & A

B 2T RSt BEMR=E

TEL : 0120-100-601
PRI BISRAE T 7R —

LX— : httpsi//med.daiichisankyo-ep.co.jp/index.php

ARIFZ 2020 4F 9 AT (B 1R OEFHRXOFEICHK ST UET L,

RATOMEEIL, MSATEIEN R BRI O O AR N — U THERB L T< 7280,




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

1. EERAVAEC1— 74+ —LIEROESE
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EHEMBE SN IF sl EHOWET 217> T 7,
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1. RAREOERE

LR 7\ 9o KR AL, M O DNA OFRARET L 2 LI XV EREIERZ R =2 —F%F / n Rt
FHEAITH Y . AT 1993 4 12 HITREAAIA, 2011 4 1 A IZIERAID Bt Tun s,

VAR 7 a4 v filii e N~ 7 500mg/100mLIDSEP | e (N L7R 7 1 &5 o o siffi §#E 500mg/20m LI DSEP |
. B SRS RERGE L TV A 7 T By RORTEFFE/N Y 77 500mg/100mL KTV 7 By b S
1 500mg/20mL & JFEE, AL OBUESERZNENFR —DA—Y FTA AR - V=2x Vv 7 ThO, F— -3t
T A7 7 RS HEERE 1121 55 25 (CFEAK 26 4F 11 A 21 B) ([ZESEKRBHFEEZITV., 2018 4F 2 HITK
AT, 2018 426 H L W loeaBills L7,

2. HA0RERFHEYT

DAFNZ, ZEIRTHLA 70X IO —FONRFEE S KTHL LA nXh Ok eahiT %
=a—% /0 U RAENAIT, HIEO DNA Vv A L— AR FRA Y A F—FIVIZIER L, DNA %
ET 5D, DNA V¥ A L—AKRDIRA VAT —BIVHEFEEIZ, A7 XH 008 2 50O ThoT,

PEIERIIEER TH Y . MIC (HEDRE THENRD bl
( TVI2.()EREL - 1ERREF) DA )
QERLEWERE LT, vavyr, 7TF7 4 7% —, TatERLBHAAFE (Toxic Epidermal Necrolysis :
TEN) . BEREEARTEMERE (Stevens-Johnson JEMERE) . f&#, QT iER., %M (Torsade de pointes %
Gie) | SMERREE, MEMEER. BUETR, ITHERERES . SE, LMERBCE, EERIEE, FiEEm,
iR | VB VEIG 2 | AFBRERVEG 28 | PRI KRG 28 55 D LA 2 5 E1ES 70 R ok . BRSO AlERE | RGBS
T X L ARER, BEWTASE ORERETE | SEEL, AR, 1D OFOREHER B I8 EE A HE ) E O Bk,
RENNREE, RENRAZEE, RARIEENRESN TS, ( VIL8(1)EXRLZEMER L MEER ) OHASR)

3. HIROHFFHFHE
M VAR7 v Yo SilHEE Y 7 500mg/100mL [DSEP| KON AR~ v 4o v Sl 500mg/20mL
DSEP] 1%, 7 7t v hEMHEE/ Y 7 500mg/100mL KN T 'y F®#TE 500mg/20mL & 5K,
TINE L OBYEERZNZRE—TH D, ([11.HARORE 0EESH)
)3y ZFRIFNT, FERARCHRT D Z &R BEARERT L I v 7 2/KITH 5,
@A T ABKNT, RAERAICH Y EBAER,. 5% 7 K UBERKOM 5 FREEOWEHE CARM%E 24 FEFLIN
ICEAZILDRNWZ LRI TS, ( [V HEINDRBELETICETA2REN OHEHASR)

4. MIEFERAICEAL TRAMT NEHHE

IR RICET 28, Rl AHEET 4 KT 1 %
RMP
BIMO Y 27 FMEiEE & U CTERS LTV D &R
el HEEN A KT 4 >~
10 A L o> 8 B g I @ g

s b b b ﬁ.f
1? 1% ﬁﬁ 7? ?ﬁ

5. RRFHEVRE - FALOFIRER
(1)&BEMH
GRS
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Il. 2FRIZBEd HIER

1. BR5E4
(W 4
VAT a v S ERE N v 7 500mg/100mL TDSEP)
VAR 7 v v sl ERE 500mg/20mL [DSEP)
(2% %
LEVOFLOXACIN I.V. DRIP INFUSION BAG, I.V. DRIP INFUSION DSEP]
(B)BFFDHXE
WA PR 1749 H 22 B SERHRAESRE 0922001 5| ([ZHESEHRE LT,

2. — k4
(¥ £ (@8
LR 7 axd ki (JAN)
(2)F £ (@gE%)
Levofloxacin Hydrate (JAN)
levofloxacin (INN)
(3)R T L
TV U ABERPIE I ¢ -oxacin

3. IBEARITRERX

HiC_ '/CH:E
N/\ O/\rH
N

4 BIRRUSTE
4313« C1sH20FN3O4+ 1/5H20
S8 1 370.38

5. b8 (&%) XIEEXE
(35)-9-Fluoro-3-methyl-10-(4-methylpiperazin-1-yl)-7-oxo0-2, 3-dihydro-7H -

pyrido[1, 2, 3-del[1, 4]benzoxazine-6-carboxylic acid hemihydrate (IUPAC)

LEES

p=[11]}

6. [BR%A. A&, BBS.
LVFX
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. A2 I12BE9 HIHEE

1. MBS
(1581 - IR
BHEAB~FHARORS IIMBEOM K TH D, JIT L > TRA ICHIREARGIZR D,
()%
1) &EBEICTT 550
ez (100) 12 IT09 <, AKXUTAZ 7 —CRoR0ETIc< <, =& 7 —b (99.5) IZIETFIZ< W,
0.1mol/L Hifeakik \C s 1T %,

o peayi e A 1g ‘&fgﬁwa DI
(AR X B£H) T LEEE (mL)
[ fz (100) B A A 4
7K RREIT I W # 60
A X ) — )b RRETIT W #7195
=& ) —/ (99.5) BTz » # 200

2) £%& pH OKBRIZHT HAMED
VAR 7 a3 LK pH2 BT CIXEBISIEMEEE D3 B U, pH2~5 TIXHIN T T b — O ViR i il
MERT, Eo pH6~T 120N CHMREEIT—F BA L72 %S L. pH7~8 TIEiZE 24mg/mL @
WIREECH D, & 512 pHS UL ETIXAMICIEMEN EHT 5,

(mg/mL)
400
350
300
250

2 200

= 150
100
50

0 1 2 3 4 5 6 7 8 9
pH (RITERE25C)
(3)IRIBE
FARHEE 11~93% 2B W TR IR & 7o 7,
GmEtm (ER) | HR. BER
Al 59 226°C (4fiR)
(5)BAIE E AR B TE
pKai : 6.11 (B RFI IV HIEE)
pKas : 8.18 (BT D 4 (D%, MELE)



. A2l icBId B A

(6)ECfRE v
VAR 7wt LORKFE, FPEME TIEIKB D O AR E ~m B T R LT,
K HHEE KE
0.1mol/L #if# 0.003
pH3 (McIlvaine buffer) 0.002
pH5 (MclIlvaine buffer) 0.004
pH7 (Sérensen buffer) 0.553
pHS8 (Sérensen buffer) 0.242
7K 1.022
(EHJE - n-A 27 & 7 —, JERE : 37°C)
(7)Z DD E % RTEE
1) pH

6.8~7.6 (0.1g. /K 10mL, JHIEEE 25°C)

2) LhESE
(al 3 —92~—99° (BiAMIZHEL-H D 0.1g, A% /—/L, 10mL, 100mm)
SMDOARFKRBICHK L TR, REKBRFOREIX. VAT X8 OFiBREZ FV 7ok i X BfE
Frick v SEETH D Z EVHL TN,

2. ARG DERBERHTICETSREN
(1) BEEHTIZETHREN
VAR 7w e 3 KR IR K OB EE (2R L T E T 525, JEIRIHIH LT mRIREETIZAE B L,
IKESHCRBE TIX R DN ER LA L ETH D,
EXRER IR T D56, RIRT3FRLETH D,

R W BAFIE R
BRI AR = 364 A | BEATAM R | Bkl
moE OB 40°C/75%RH 6 %A R =T L A8 el L
. BT A | e,
50C 60 H (Fkt) k7 L
25°CI75%RH 30 H vy —L (B0 i L
By e _ 30°C\//92%RH 60 H ﬁ;ﬁ:@% 3;? I/%./%@ b7 L
FARDE OO | gy | REERTTAR | s el b
ey
TR ook 0H | vr—L G S A 1
% WER =TT A |
:‘% 30 H ki) 27 L
’ BB 1A A A
o 40°C e et o PHL | (0.04~0.05%)
ap | HESERSATIA T e L
KT it (RE Vi) - -
k7 bo | NARIA R
wooe p (0.02~0.03%)
S FRAE
SAHOE (5001%) w5 an | SR (1.6%)
= @ 3 H KT fii A F A (0.3%)
i . T Ik (0.3%)
N -F 3594 K& (0.1%)




. A2l icBId B A

(2)saHI 5 RIZ &k B ERD
1) KIBBRBRUVERBEF
O1mol/L ¥R\ Z Va7 L (0.5%¥&1R)  120~140°C C 16 FRFEINEGEE L 7= k5 H, BLRFERDSBH Sz,
@1mol/L /KEgfbT kU 7 AT ) U EekRfER (pH7.0) IR L (0.5%IRK) . 120~140°C T 16 FEH]
INBGRGE Lo A, I G o nz2nrol,
@RALZ )= DHWNIT mu RV AR L (0.5%1%HK) . 80~90°C T 8 RFRINENENR L7223, oY
LN T,
2) %k
Britton-Robinson #%{#ix (pH7.0) (Z# M L72#k (0.1%. 0.01%) 2. =0tk (25001x, 25°C30 H
W) % BRgT U7 R, Wil (P IR, A TFIUR, 7 2 VR, N-A 44 RR) AR L7Z,
F2 OREREITRE P O VAR T v R U U REITKFE L, LR 7wt L OKFI 0.1% TR 160
B lx-h BT CUAR T v 42 L oKFIER 75% 1284 L, 0.01% %K TIERI 1% Lz,

o} o) ol
F:EFKJ COOH F:qﬁ/cocm
[ [
N N N N
Hac"(\\) \‘)VCHa /‘(‘(;-(I]OHO HO \')‘CHg
[Cegan: L] F 7 AR D1 S ER-2
5 i BE AR SRIL E LR Bt A F LK
o) 0
FEQJj/COOH FmCOOH
| [
N N N N
HeC E\H O Veh, HaC/é,{\) O\)"CHS
It -3 Ko ERM-4
ST IR N-7F 491 Fik

3. AV DHERHRE, TE:
Eﬁuuuﬁ%ﬁ/ﬁ H A (VT7H&V‘H_//7K$D%J Iz &
E OB OIE: AR TvR7eddo oKy Ik



V. ®HNICEET 5IHHE

V. &E|IZBEY 5I1EH

1. #l

i

(1FIfz DX A

TSI

Q)HH DI ER K U IR

WRIE4

PEIR

LARTZa XY Sy 7
500mg/100mL DSEP|

A~k A O

LR 7 b %30 i

500mg/20mL DSEP|

A~k A O

) —F

LR

(4)HF DYt

HRIE4

RIBIEL

pH (AEBRFrH iRt L)

VAR 7 a o v SR
/N 77 500mg/100mL DSEP)

3.8~5.8 1.0~1.2

LR 7 a3 o S

500mg/20mL DSEP

3.8~5.8 #0.9%

(5)F Dt

%Y LR

) Adh 20mL 2 EB IR 80mL THARIF, 7ok, MR LAWEE, RihOREELITHN 0.3 TH D,

L7

2. HEIDOER
(MBS CEERS) OEERVHMH
WiFe 4 RS | TR
13y 7
VAR T v X4 s T :
<5 7 500mg/100mL [DSEP) | VA7 BRV VAR (HR) 512.5me/100mL | Hafts 1V v 4
(LRZ7waxH¥ & LT 500mg/100ml) 900mg. pH FAHH
134 7 )Lt
Bl = i ol AV SR F A N PN
500me/20mL [DSEP LARTZw L okR) (HR) 512.5mg/20mL .
e : (LAZ7 %4 LT 500mg/20mL) pH A
QR)EMEBFDRE
FIEEHE/ N> 7 500mg/100mL (1 Ag3dH720) : Na' 15.40mEq. Cl° 15.40mEq
FURERE 500mg/20mL : 5% L7
B# =
A% L7220
3. AMITARRODEBRRUVBE
FE L
4. A1 i




V. HAl

RIS IHH

5. IBAT DAREMED &H 5k

BUAIFI, 0.1%Lh EIR AT % FIRE

FDIFH

A

PED & 2 HBIE I ERIEE R ST D
. RAITIZIRAT 280 L LT, N ofeawnmitisnTnsg

o}
COOH
I
N

o
o
F COOH
I
N N

NS oS LN o SIS N
5t ok B 4 i AT 3. Bt A FILAR
0] 0
COOH F. COCQH
| |
H N N N
He” O\)'CHs HsC” g‘) RACT
T UK N-F X454 F{K
6. HENDBREEZHETIZEITHIEEMNE?
Ny GRFOREESER
#_OB PRI A LETBE PRI AR
FER AR 25°C/60%RH TIAF IRy J DA ED 36 % A 7L
YIIBEEEN 40°C/75%RH TIAF IRy J A HED 6% A b7 L
Tl RER (R | 60°C FISAF I Ny s aLsED | 9y H Bl L
o P 2 ey ) pH - EEBODIET
B OF) %CMWM?I TIAFT IR T 120 5 1x + h SR E O B
D65 77 (=Z200W *+ h/m?)
TITAF Iy T A HAED b7 L
TEIEAE - PER, MeilBr, REE, pH, MERER EHEWE) . =2 Fhx v, RER,  ®HIE—
TERMERY), NIRMERORI . BH, S8, KoEE
a: SITAF I T 4NA, T b BFEOTTAF VI T 4ILA
INA T ILVEERI DL E A ER
®_ OB e Skl 1L BE PRAFHAR TS
FHIR TR 25°C/60%RH H T A4 T )L D+ 5 36 % A B L
TR 40°C/75%RH H T AL T )L DG 6% A ki L
Wit ER (RE) | 60°C H T AL T )L D+ 5 2% A B L
T ANALT LD SRk E DO HE M
e " 25°C/60%RH a7 4N DTHEST- | 120 51k h "
R Of) D65 77 H T ANAL T v (2200W - h/m?) Efe L
W T AL T L D+ 4G Bl L

AEIEE - PEIR, MEERER, pH, MEAER CHBWE) |
RIRVERORL -, MR, & RS
ENN: NS

a: MG T A

b: BFEOTTAF VI T 4)VA

TR MRV,

PRIUA B

I

PE, REEVERY,




V. ®HNICEET 5IHHE

<NA 7IIBBDFREDLEME>
FiRRE L LT 24 FERDINICECA ZAL D 720N 2 & SHER S 1L C W Bl & R,

=R T f+7. 3% e TR 2 2R

W e | a0 | @n | o
KEERTE 80 5 250 13.5
KREEWEK 5% 80 5 250 13.5
V) #-T1 gk 80 5 200 11
VU & -T3 Sk 80 5 200 11
TIT I 80 5 250 13.5
777 v 7 G ik 80 5 250 13.5
X R ik 80 5 - -

TRAFSRAE - B0, iR
HEEE @ MR, pH, &85

VI ERAEDIE] OHESR

7. ARERVBBREORENM

EHREFDTE
(B FE)

A 2 & ELA UI-RES, TR, IBEARO SN GEITIE, &5 LRVnD &,
(A 7 IVELE
AR E THIRT 2 ZENEE L, 2k, HRZITHSCHIHERT L2 &,
(VLM BERALEDFEE) OEHASR)

|

BREROREN
Y LR
AN TNRFNOFREOLENT EE V6. REIDEEEMHTICEITEREN 0HESM

8. fhFl& DEEAEIL (MEILFMEL)

AR5 )
[XM2.ZDMOBEEER OHEAESHR
(XA 7 ILELE

A B & ORLGZIZ OV TIT LR IV RFDBEERXHTICETLIRENE] OHEZSHR

0. B
L7

10.5% - A%
(EENDELGRSE - . SNEVFKRERE - AEICET 515K
MY LN
a
(LRZ7O0F4 20 Si#eHFE/\ v 500mg/100mL DSEP] )
(100mL) 104¥
(LR7AFXH o Ai#EEEE 500mg/20mL TDSEP] )
(20mL) 1347V



V. #ANCEI45TEAE

Q) FlHEEE
Y LR
4)BHEDME
LARZ7O%+4S ST/ Ny 4 500mg/100mL [DSEP]
Ny T TITRAF 7T 4V
¥ F A
LR 7 Bx4 S miEkiE 500mg/20mL TDSEP |
NATN a2 P T4 NATEST-HT A (M)
E = AN S

1131812 &0 5 BHE
MR L

12. 7 Dt
BEARSANA



BB DA

ARICET 4EE

1. BREX TR

SEINEEE

LARTZ B U ACBEOT FUKER, LV EREE, MRKE, BEKER, €778 (77 A

?)'ﬁ57%)2\ﬁﬁﬁxﬁ%ﬁx?72%\N??7Xﬁ\VFHN?ﬁ%E\7V7VI§E\I
vrangd—g v I7FTR, TuaT AR, EANTXT BT =— TrET TR, LA M,
A TNV, BIRE, TR M 2B LUARTB, TAET B, BREE, XA ML
FayHRE TVRT IR QBY Ty FT (23T - TART4) | bFa—~<ITFIVT (V7
VT RTANT 4 R) MR TIVT (VTIVT cma—E=T) | fikvAaTTAv (vA =
TITAY e ma—F=T)

G PCIE)

SME - BME R OVFANRIE O kS, ifide, 1@ MERPIRESIRAS O TRk, B, BRI R, ANZIRE (B
PRIE, 1BMERE) | REER BRZR (RISEAR) | MRRZE, MRk, IRER, BTF 7 A ~TF7 P

Qe TEAMBISRRK, BIH, TVETRE, XA b BFRF, QL

[ZNRER EEH R D EEEARHL]

E IR TR SREYYE RS 2RI LR 7 a4 0 1 B 1[0 500mg & S seE L7z e o8 T L O
U FER ORRIL, RERIADRIL TV.5.(7) NEREBRNERER] OLBy T, HERMER LG Lo Pz
K OV PR ZRIR 28 O RGO ZENEIL T, 90%LL EOFENHER I N, ~A a7 T A<k, 771V
ThiZe, LIARTRIZONTIE, FEFEITD RN E DDOT X TOIEFI THEH TH -7,

& DI OBNRE ST FB R 1, BB RRER & U CIRBSIRYYIE &2 %5 & U= TR A L LB, [ U<
FMFAEER & U COVRHE IR GE  NEERYE, PE i N BRI YME . ASZARAR - RE B AR I OVIEIER D &9
BREEEZXMNGE LA —7 0 T -VLRBRN 4 sRBRER S vz, BEBIAEDRIL [V.5.(7) WVEEMEDZE| O L
BY T, INOEMEEATEERAME U723 80% LI LD sl S Sz,

Fo. VAR T oY A OEENEMEARIT TV.5.(7) 2)ERAEHEEE 0LBY T, LAR7axHy
> 1 H 1[8]500mg #% M #5102 X 2 BAR RO R EHARE LS E & LRl L,

T 7 A, RTFTARIE, TAETE, SNA M BRE, QBT HOWTIE, EWNRIER RS T 7o WEE
ThdI EnD, LAT7 XY U ERAICEN TORBKRBRIIFEM S TR0V, LR 7 a0 354
CIREBEN/FRRECHL LA T XY R OA] (118 500mg, 1 H 1EERO#ES) OWEIETHDLZ Enb,
ARHNOWENIEN TR E LT,

. PEERIIHRICEET BFE
PRIE I LTV

. BERUVAE

(n BHiZERUBAEDRER
W, EAIZ VAR 7a XYoL LT 1H500mg 2 1 H 1[E, K 60 45T CERMEET 5,



V.

BB DA

QRZERUVRAEDHRERE - BRI

WM WT, LR 7 e X3 ERAIOEENELOHEIZ 1[E 500mg 1 H 1[E#EGTHY . 0%
FOZEMEITIRS BO LN TWS, £/, W/ CTlE 11 750mg 1 B 1 [E#EEH 50N E 1A 500mg 1 H 2 [H]
PG OREROHEN, 85 HM O 5 WITENAERYYEDIRR A HE L THEA SN T\ D, AFICE
F5LART7 e XY CERBIOER EOME DT & TREREEISE O ABTRRIC I 1T 25— IREE) & L5

FEBX L, RLOFE THRBRGINICES O TIX 1 500mg 1 H 1 E#E 5% LR 7 a4 o U EHA O

RHELEHE L L CRIE LT,

TRFERN 2 k5 & U T2 e 38 S O RRRSEBIERER . M ORI SR YYE B A kP & LT Se 3 s OB IR R & | 1[5

500mg 1 H 1 [FLSHEFHETITo 72/ R, U TOFER/ERINT-Z LD, SEHELACHERRY TH S

B 211 TR

1) MR ERRYERE 2 xR L LEERNTEE SN 2 RBREEOEHFEDE (F2R) 12 93.0% (fifhisk
92.8%. [BPEIFULBHFEZE D IR Y: 94.83%) Th o7,

2) WHENTWDEZ NI T7H Y MY oLk (L, E7 U7XV Yy) Z2xtlEEE 3 5ENO®
BEABRIZI W T, AIIETITEZ P 7R Y UiCT o LR T e o o OB ERBRES L, KT
FEWERRBRIZBNT LR 7o X4 UREB3.7% (73/136) . 7 MU T %Y B 56.9% (70/123) &
FIEFREECH o7z, FTMK EERRZEMEOMBIZED bhknoT,

3) ARNEIE. 9 AR OB ARG R RBR 23\ T PPK iR OMA RHEE &2 W TR E = & (23R EhRE <

FA—HEFEH L, MREREZEF L LT PK-PD BB E 2 THRET L7, PR SRYYERBRE 12
(7% Cmax CEMHE) 13 12.24pg/mL, AUCo2an CE#JE) 13 87.65pg-hr/mL Th o7z, midlilizk, @M
WRERHIPI S D " REYIE 2 k5 & U 7o — IR R AR EUR CIR IR & U Colif S M7 B R ERBE O 2RI L
FNEEMNT D X HIC AUCo2a/MIC 23 30 LA EICEEYM 9 2 i Bk 2 JHIK H & 3 2 s o FI &1
100.0% Th o7z, ZO I &M OMIREREIC K 5 REYBETRE TO @A SRR S vz,
Flo VAT a X ATk B MR ERE OMELIE CrnaMIC 28 5 L ETITRRD b o7 & OHiE 3
W%, MifERE Z R R B & e E TD CrmaMIC 28 5 DL SS9 5 9 E OEIA I 100.0% ThH
Sl Z Enh . YEMHELROCHE, RREOMMALZIET 2 2 LW TE R 5ETH D LIS
niz,

4) ZEMETIE, QT/QTe MFEIZKITTHEBZOWTHARANORER A (Fi#E, itz &) & d810m6E
Lz 2 A, LARZ7aXH 0 500mg @ 60 57 A EHEOH[EE 5 ClE 52272 QTe MIFRDIE K 1358
OB oT,

JSTERRRTIC DD TR, SR O FERRR RS2 B L AR 7 1 3 o U E RN AR 52 L 0 IR E 2 5] & =9
AHEMEN R E TE N & F2WA CORBKRER & LT 60 4 Aif#E CERRBERHE ShTuni
MolzZ LMt K60 NI TRRARICAREHET 5 Z & & Lz, BIRNEBEE S L7256 0L 2T
STV,



V. ¥&

PRICBES 55 H

4. RERUVHAEICEET EE

7. RERUVHAEICEET 5FE

(Ghie k@)
71 BHEBEIR FHRE ISV EENE T 50T, WOMEKROHAEZH L L LT, LEIISE TERE
BAH U, EMBEEZH T TRETLZZEN/LELY, [9.2, 9.8.2, 16.6.1. 16.6.2 ]

BERE LT F = s VT TR . N
(CLer) ff (mL/min) JHIRR OV it

20=CLcr<50 #H 500mg % 108, 2 HHLK 250mg 2 1 HIZ 1 E#&53 5,

CLcr< 20 #H 500mg % 18], 3 A BLAK: 250mg % 2 BIZ 1 [B&59 5,

(BFIR, INSFIR)

72 LATZRIH UL LT RO B SGAICIEIROAOREHM L ED) 14 kS5 T5Z
L

(RIE)

7.3 [RIEDOFIE K OHE R OIHNICIE, BN ERST (EMA) 2860 HREOBG 2HLE L T\ 5, JERDSEESE
L7eHaicid, ROEGIC&Ex 52 &,

fER

7.1

7.2

7.3

EHRREME T LTV DB Tl AFIOMFREN B 2720, AREIZFEHE OB HREREE ORI S U
MEROHEEZ BZIC L TR, HREHRBEARETT 5 2 &, BEREREEORENNCHERE S 2 MEROH
BCLART7 X ¥ U HHAIZ KRG LI2h G OFRWERE T A —2 (&5 7 HHIZHIT 2 Cuax LT AUCo-
aan) YT ab—va o LIRER, BRI T A M PREDO EFEIRR0 b, &5 7 HE O AUCe
2an [ EHERE IEH #12 500mg KA AT EE Lo 56 & RERZEITGRO bivino iz,
( IVI10.(1)BEH#EEESEERE) . VI10.2)5H&%E) . (VI.6.8)E&E DOHEAZMR)

PEEEHDOTA KT 42 (2005 4F) IZBWTC, BT 7 A, ANTF TR LT AT ) v REOHE
HHIMIE LT 14 HREIPHER SN TS ZEMORIE LT, BB GT 7 A RTF 7 ADEFRGIEE LT,
FER N SFEE A 28 LA, ARG LR 7 ax43v o804 (15 500mg, 1 H 1EFEAOKE) ~
DU EAPRES DN, ZOHELRAAOKR GHMZED T 14 B HELRE S LD,
2002 £ 7 Bz i 7 EMEA/CPMP (8L EMA) A 2 2 Z"ZEWW T, RIEICHT S LA 7 m 4y
v OHERE 5HIM2Y 60 AL SN TWD 2 EMNBRE LT,
Fio. KEBEREHE ¥ — (Centers for Diseases Control and Prevention : CDC) /3o F7 a3t~
7 (1999 ) 2 TiE, RIEEBEZRORETHIE LTRAZ LA rX ) n U ERHER SN TN D, BIEE
R L7556, RN L B0 8 A OHIPATH Y | YL ORIR LRI RIC L > TH R D23, FH 5
A& SNTWD, DD, AHIDEE S5 WREMERS @ OIE, PRI EREER OB & ORI E
R DHARIERDPIEL TV LB THY  ZORIZL A7 a XV 2 R OAI~OU 0 B2 PMEE SIS Z
EMBRRE 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. IBEICBET 5 A

5. BRERAUAE
(BT — 8 /Sy or— T

5y

K DEE R 2 ETe) )

RS> W & tot | st | 2E o=
. 2O E
5 3 M GIEEN) | o | o | | (T~ AR Sl (R
(PR R | B @) LT U TR Y AR LT
ST SRR ARR)
TE. FeAetE. IMBIRE DR
O R | e | | o | o | e R
CHT RN BEO " REYBRE st v R
. ‘ L B 00 % AP O BB e
5 1 FEREH A T - B SRR DS BIE D
i N o | © %%f%m\77ﬁTﬁM\$aﬁ%ﬁ
W (7 AT BB IS07 A O
5 1 R A e | o |mEomE
(BapickE) (BAN) UE{EA (L. 75 Rl BB
KB
ST . 22 R DI BIE DR
. 2
A I (T AR %fiﬁ?@ — | o | © | bAFvL. iy FEoMERE
FI. BESIL. 70 A, A —
7 ER)
" DA LRG . %t EMBIEO R
PSR SIS R B AR %fiﬁf@ — | e | © | GAamRy. mEAl. FIERE
MM R AR
- QT/QTe HIW R O Rt
QT Mt Q*Q%f%ﬁgéﬁg — | e | @ | (HEHRE. miEAl. 75 ERAR.
> IRRE I Ja A G —8—ik, B R EBERER)
e BERAE T PR OB A R Rl
45 bR ER L, | | o | |l LORSHERE ORI
(R IR BB | AT T 5. MR BlA—T T~ (FER) HEtE,
s VLRI 5 R - S OA 5 BRI
SR ERRITE M - L. 22 VLR O - (B (FIE DR
SR L A k= O R R
A EHER) W) . IEE IR (2 AL 3~14 B, FEOFI & A7FL 14
VERREEZ . ZbERRE ) ARG . ST T~ L3R
- Bl ) FHARIE (1 L. 2o VR O - (B (TIE DR
PR TN, FEMER © | © | © | (GEHAS~14 BE. E0AL AL
TR %) 14 AR S, F—T 2 FLRER)
- TR (AT BB O O (1 1 I
S er g | MRILE| | o | L |EPAEY B, MR 3~ AN, A
%%; s % G, 77397 OF &AL 14~21 ARG 4 —7
#h b ) S L)
T WRE PR TE (2 . e R O - (R TP D
A CRNZEREEIZ| © | © | © |8 (1 1EHE, 3~14 AR, F—7>

S ~OLERER)

© : FHlEA — : FERFIERA




V. BEICEE95IEE

(2)E
1)

B R SRR ER

HEKRGHOLZEURUVENEEDORE (BEAL. 77 ARE. EERILEKHR)

AA R A B M 40 B LR 7 1 -3 0 250mg. 500mg. 750mg. 1000mg % Hi[m] i #7E (250mg.
500mg 1% 60 47 [ A, 750mg (% 60 431 1% 90 47 [ A, 1000mg 1% 120 43 [A0#) | F 72 B AR
A BVE 8 BNZ LA T v 93 500mg A LA FHE (60 oM A Lz, TORR, MBEERLA
EHELIIRD ONTLEM, ROEEMEDRHER S,

) AFOARBEN-MELOHEZ, HEF. BAIZLVR 7392 0L LT 11 500mg 2 1 H 1[E, # 60 550

JTCEMRET S, 1 THD,

R#E (7 BE) #5BOXLURVEYBEOERE (BEAL. 77 RAR, BERILERR)
BERERR A BE 24 Bl L AR 7 1 4920 500mg X7 TR A2 ZNEH 60435 T 1 H 1[0 7 H R AHE
(RGN %éwivT7E%#//7%ngi77?T%%ﬂ%hﬂO\ﬂ?TIEIE7E%WﬁﬁE
L7 (BHEZNZNFEIKIFIROT TR 3H)) , ZORER. FEIERE 18 filrf 8 Bl iR EALALEE,
RN Z 2 FEROUT SO TR 2378 B3, wTh@$%%ﬁﬂ%T@@Ltowwmﬁ@lmf
D B IVTZ R FE DVESHINLZ 9 FERLIAME, AN SN IE T R CRE Ch o7, PEEOEFHENZ
D PRI N O E DRSS ERALALBE 2338 8D HAL72 1 B CIIEERT O W TR N ik S iz 23, oo 7 6 Cidf
BN aIRE Th o7, B, 7T B RBETIIAEFLIIRO Lo Tz,

DB, Ao LA | BRRREEIC R & e 2B TRO b odlc, Lo T, B4
PREICE KRBT <, AEMITIREGTH D &l L7,

) AFOARBESN-MELOHEIZ, HEF. BRAKIZLVR 739204 LT 1H500mg 2 1 H 1[E, # 60 550

3)

JCREEET S, | ThHhD,

ESARIG. B2M%. EMEEO®KRE 3 AMKRS. AL, T ERAER. BEEK., LERR)
fRRERLN 48 Bl &G, LA 7 b 3o UVERIR O MR . SRIRIREE . AR (60 XX 120 23f) %
2rZ. 1181 500mgl H 1[Al, 3 HEE ARG L, ESEAEOG, Zatt, ROSEYEIEZ R LTz,
HESHBALRGIE, VAR 7 a3 B 5mg/mL T 60 43 S5 Lz 5% 7 R 7 BTk RE 9 5], AR
BRI B B, T 86, 9BNTKI LT, EHAEK TLAR Y ox 4o UV RELZYSICHR
L 60 73 sidfigfE &35 & 9l 7 BT, R L7k A 120 43 R EHET 2 & 9 B 6 Bl HGHHsAr
FOSHIFEL LT,

VAR 7 0 3 3 YGRS AL SO X AL E (2 COREAA T 30 o LINICIRIEEIE 35—tk &
T, KIBBR CIEaiE DN & 5N " HETH D | VT7D%%//5%mg‘@&5® A RO
PRI 2 0o T2,

) AFOARSNZREL AR, EE. BAKIZLR7ax92 02 LTLE500mg 2 1 H 1, £ 60 45H2

4)

JCRIAIES 2, | THD,

QT/QTc MREUVRLMED®E (BEKRE. BER. AL, T7AREB. yAXF—/1N—K)
TERE e iR AR 48 0l (B AT v 7 HEIK 9B, TR 3B, 4 A7 » 7 TiH48 ) ZxtRIZ, LAT
7 Y22 500mg % 60 43 AT T HRUEEEREO QT/QTe MFEIZ )3 2 A A Rt LT,

ZOREF, LR 7 a2 500mg RN HLEER 553 QT/QTce MMEIZ KIFTERIZFH < . (Dg ok
%t U CHRRIIZIRE & 72 2 583/ & &l L 7=,



V. BEICEE95IEE

5) LR7BXH L VEHFEIRGEEDEMFRERICRIFITOAF O, TARRY FORE R T HEKREE
HER (UAFTY, TARRD FEOEMEEEADOKRE, BEAL. 7—TUINLE 28280
AF+—N—iK)

TR N 24 Bl xt4e L L, LA 7 o Al (500mg/100mL) % Hialfe 5. (60 432 7F TR
WEE) XL AF VU ROT axx v REGH LI2GG0Ret, EyBiie s st L,
HEWEREO AL [VIN.4) )2 AF oY, TARRY RIZKBEE ] OHESH,
AEFLIT. LAR7 XU UM G, ROV AF VU T T r %y R GRS O THE -
ML 2D b Do Te, LR ¥t v UV HMEERE, XA F U I m Xy ROFAE SR TR
BRI REZRIBEVTFRO T, ZHUOEAOHHIC KL D VAR T v 4o v DIEYBREDOEITL 2T
077 AWK EREEL RTTHOTIERhoT,

Q)AERGERAER

Y L2

(4)FREERDERER

1) AhtEREERER
Ot ZzxR & L-FMAEERKRAER GESMHRIIRR) ¢
Hik:

HHRICB T LR 7 a4 U ERBIOGIMEICE LT 27 R 7%y o U o sk (B

B W | & : B )TV F VUL, BBET YTV, IS CTRX) HEHHIZ 5t RIE L LIES M
FRREE. M OLAR T a Y o ERAI O E EMET 5,

§$4% SRGRER, RS (PRBERAR) | AT T L, BRI

% B | ABRIIREASSE LW S oA GEERIRIR R A R < BRI

oGk B | BRE 2000 (LAR T B 10861, BT R Y TRV R 92 )

s LART7EXH 108 500mg 1 B 1 [EZK) 60 532 T Tt i RN £ 5

Bh5HE | -7 NUTX YU 1A 1g (Jiff) ZIRMOEMIRICEM L, 1B 2108 (3 - %) £ 30 20T
SR F RN B -

T~14 BRI (B, TREBMNER SRS E. b LIRS P EOLER D 254813, I1BREDOEE.

BRI | per ik e b R b e L, )
3\5 g 4 & 75 7h %
S BEHET HIERFORERZIR (A 2h3)
Al % - BB 3 A DERIKRZNR (F2h=%)
o g | BN (BGRT IR T~14 ) OBRAR (HH%)
N - MR R (EHRR)
A A LRGSR EE I3 1 2 TR BT A SR O RRIRERALE (52) | 22512, IR Y E
MM USRI ER BRI K DMRIR A TR . TR | U3 THIEARRE] OWT i TH
EL, AR LHESNIEREOEGEAZEL L,
BERT HUERRUEGHE 3 BROBARNRHIERE
HE
%) ) HIE R BE
(HEYZSBIES PRI <BTCITAEF R 4 AT 3 HB U LA ] e . e
ORER | [ WE XA | SO 0% FICEF | 729 60T 3 H 0A %7 gg%ﬁfﬁ% gﬁgﬁﬂi
it ElE <9,000/mm? (2[5 T THOWRS 1 obmEER | T TR
CRP B 30%LL FICIEF | 70D
RRBAEROMRKSRAEEE
HooE HIE A
B P | moREERESAECH- A
W | AMFTESUHERSER L. MoOREERFEZLEL LA
HERRE | BE - BEAR T CHEAR TR RS




V. BEICEE95IEE

BRI, BRI OMEFHIEZRTHLOTH Y, JRERHYE SN LM ER B S
L0, EREE L HESREERD S bk L @EkoEs & L,
sy | REEHRONRAELE :
e HoOE I E AL A
ig@ 5o BB IRD bV B A 53 T,/ P IERFIC R bR B A . b 5 IR 5 T
& T IAN - I L 0 VR AR EURA &&ot%n
T e | REBANCRD b RRE AR G T PR b3 b A% A
HERRE | B 5 BRRA AR B 2 2 bbht@\&ﬁ%T/Wtﬁ®ME#$£m B
R
BRI R

LUTFOEDERBY THY, BEHET/PILRFOBRRZR T, HRFEI T 2 IH MR REES L,

BRERT HPLERBOBRMDE (AaE) GHbHIE K BHHIE : PPS)

| wn [ we [were| o [ s Jeater o
LiR7uaxd o omE | 92(85.2) 12(11.1) 4(3.7) 108(100.0) | 88.5 [82.3, 94.6] 0.3 [-9.5,8.7] @
7 MU T xRV URE| T79(85.9) 10(10.9) 3(3.3) 92(100.0) | 88.8 [82.2, 95.3]
PPS : Per Protocol Set () NOEKIEIX%
a : ARSI A5 CHUERRBIZ RN HER<)

b: LAR7aXxH T U BHOFEHER-ET NI TXY UROEHFE
CEERUREIC X A EEXR
d: BHROEO SHEEM 2K, IEFTLEUCES < Ml 95%EHEX M 2R H L, FRMEN-

o

DRRFEES T & HIE LT,

1’56 3 BROBRMIE (A3X)

GHEHEZRBRIC

& 5#I%E : PPS)

10% LA LA, LM

won | an | wn | were| en | 590000 Tomtor o
LARZaxH R | 47(43.9) 57(53.3) 3(2.8) 107(100.0) | 45.2 [35.6, 54.8]
€7 hU TV URE| 30(32.6) | 59(64.1) 3(3.3) | 92(100.0) | 33.7 [23.9, 43.5] 15 122, 25.2]
a : AL RNt 2615 CHIEARRBIZ R HERL) () NOEKEIZ%

b: LARZuax P U HOFHERLT M) TX Y UHOAHE ¢

IEBLAEIC K DS XM

RISERE (RELT DL 7~14 B%) OBREDIE (HEHER) GFEEEHEZRERIZKDHIE : PPS)
. N . - HhHE (%) @ | HEhEROZE (%) P
5 ey wErwE | A N -
BoR Gk | HERS P ool 0| [95%(EEIK] ©
LARZ7axHo o8| 80(74.1) 10(9.3) 18(16.7) | 108(100.0) | 88.9 [82.4, 95.4] 51 [5.5 15.7]
7 MU TRV URE| 6267.4) | 12(13.00 | 18(19.6) | 92(100.0) | 83.8 [75.4, 92.2] ’ R

a @ ARG RIS BIE CHIE R RE M OBLER T IEI3 3 B BER <)

b: LARZ7aXH L o HOEYE-ET7 N TV UHOEDE ¢!

IERLIEENT & D EHE X

() NOEEIE%



V.

BB DA

HEFHZR

TROLEY., S pneumoniae % & TeWFY ZRRYLIE D FH 72 JF IR E 2% L CBREZIE (BIERR) &m

L7z,

JRRE A TOEHEREL, LART7 X BT 97.2% (69/714) . £ 7 U7 XY BT 98.0%
(50/51 #k) T -7z,

FERFERER OB LRI, S pneumoniae TIXL AR 7 m 4 BT 96.3% (26/27F) . 7~V

7%V BT 100.0% (26/26 #F) Toh 7=, H.influenzae TiL, LR 7 v FxH% 3 U FET 100.0% (26/26

B . E7 R TRV BT 100.0% (11/1148) Th iz,

K FEMPEE O H 1%, PRSP (penicillin-resistant S. pneumoniae, =3V MR ERE) T

LARZ7axh v BT LR LERBIER, 87 N TR Y URET 2 2R HR L, ~27 2 T4 Rt

14 S. pneumoniae TIZ VR 7 X% T 95.0% (19/20 £8) . &7 MU 7% U H#ET 100.0% (23/23

¥) T& Y. BLNAR (B -lactamase-negative ampicillin-resistant H. influenzae. B-7 7 % ~—1X3Ik

PEAET ) Ui T AT ) TRV T B XU BT 100.0% (IV11HK) L BZ RUT

XV UORET LR TERNHR LT,

FREEAMEFAHR (BHKE)

e . . ) E - BEHEAR (%) @
N S0 5 n &7 .
US| B ERE NEES ey The &it (95% (ZHEIX ) b
o . LVFX Bt 36 2 0 38 94.7 (87.6, 100.0)
7T MBI N
CTRX R 31 0 2 33 100.0 (100.0, 100.0)
LVFX B 10 1 0 11 90.9 (73.9, 100.0)
S. aureus -
CTRX #% 0 0 100.0 (100.0, 100.0)
LVFX Bt 0 0 100.0 (100.0, 100.0)
MSSA N
CTRX Rt 0 0 100.0 (100.0, 100.0)
) LVFX Bt 26 1 0 27 96.3 (89.2, 100.0)
S. pneumoniae -
CTRX #% 26 0 2 28 100.0 (100.0, 100.0)
LVFX B 1 0 0 1 100.0 (100.0, 100.0)
PRSP -
CTRX #t 0 0 100.0 (100.0, 100.0)
LVFX #f 0 0 100.0 (100.0, 100.0)
PISP*2 -
CTRX #% 0 0 100.0 (100.0, 100.0)
LVFX #f 17 1 0 18 94.4 (83.9, 100.0)
PSSpP*s -
CTRX #% 16 0 2 18 100.0 (100.0, 100.0)
o LVFX Bt 19 1 0 20 95.0 (85.4, 100.0)
~ 7 a7 A N -
CTRX #% 23 0 2 25 100.0 (100.0, 100.0)
o LVFX Bt 0 0 100.0 (100.0, 100.0)
7T A REMES -
CTRX #t 0 0 100.0 (100.0, 100.0)
o LVFX B 0 0 —
S. mitis -
CTRX #% 0 0 100.0 (100.0, 100.0)
) LVFX #f 33 0 1 34 100.0 (100.0, 100.0)
77 MREMER -
CTRX #% 19 1 1 21 95.0 (85.4, 100.0)
] LVFX Bt 3 0 0 3 100.0 (100.0, 100.0)
M.(B.)catarrhalis -
CTRX ## 4 0 0 4 100.0 (100.0, 100.0)
) LVFX # 3 0 0 3 100.0 (100.0, 100.0)
K. pneumoniae N
CTRX B 3 1 0 4 75.0 (32.6, 100.0)
LVFX B 1 0 0 1 100.0 (100.0, 100.0)
K oxytoca -
CTRX #% 0 0 0 0 -
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e . o - HE = HEHRE (%) @
PRI R T T L
LVFX Bt 0 0 0 0 -
FE. cloacae -
CTRX Rt 0 0 1 100.0 (100.0, 100.0)
LVFX Bt 26 0 1 27 100.0 (100.0, 100.0)
H. influenzae N
CTRX #% 11 0 1 12 100.0 (100.0, 100.0)
LVFX Bt 11 0 1 12 100.0 (100.0, 100.0)
BLNAR'6 -
CTRX R 1 0 0 1 100.0 (100.0, 100.0)
LVFX #f 12 0 0 12 100.0 (100.0, 100.0)
BLNAS*7 -
CTRX #% 8 0 1 9 100.0 (100.0, 100.0)
LVFX Bt 0 0 1 100.0 (100.0, 100.0)
BLPAR’® -
CTRX #* 2 0 0 2 100.0 (100.0, 100.0)
aat LVFX Bt 69 2 1 72 97.2 (93.3, 100.0)
e CTRX #f 50 1 3 54 98.0 (94.2,100.0)

a : WHIRERE ENT R R ERE CHIERRRIZ AR HBRL) CTRX: 7 hUT XV

b : IEHTEUC X B {EHEX R

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

*2 PISP : penicillin-intermediate resistant S. pneumoniae; <=3V > FEFEMMEMAERE (PCG 0.12~1pg/mL)

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

*4 w7174 Ntk : CAM=0.5ug/mL

*5 v nu A Ngt : CAM=0.25pg/mL

*6 BLNAR : 8 -lactamase-negative ampicillin-resistant H. influenzae; -7 7 #~—EIELET L 2 U ViAo
7N HE (ABPC=2pg/mL)

*7 BLNAS : 8 -lactamase-negative ampicillin-susceptible H. influenzae; B-7 7 Z~—XIEEAT 2V bk
A v 7N HFH (ABPC=1pg/mL)

*8 BLPAR : f-lactamase-positive ampicillin-resistant H. influenzae; -7 7 X ~—XELET L EL VU UlittEA >
7 HE (ABPC=2pg/mL)

PCG: XvInR=vJr CAM: 77V Rrua~vAf >, ABPC: 7T v

ZeH
BITERZBIRIZ, LR 7 ax% U BT 53.7% (73/136 5, 223 1. 95%(EHEIXH : 45.8~62.1) | &
7 MU T XY UBET 56.9% (70/123 B, 150 . 95%(SHE X [#]:48.2~65.7) T -7z, FEMAIFZ-3.2%
(95%[EHEIXH : —15.4~8.9) Th o7z, EREMWEMIL., VAR T v 4o URECTHESAALRE 17.6%
(24/136 i) . VEHEALZ 9 FERK 11.0% (15/136 i) . ALT #0 11.0% (15/136 %5) . 7 hU 7%
YV ORETCTIHL, ALT #907234% 12.2% (15/123 #1) . AST ¥4h025 10.6% (13/123 f3) T -7,

i
VAR T o 9 o UERBIREO R 54T/ IRRF OBRRNR (F2h3) 13 88.5% (92/104 f5l) THY | &
7 RU TRV L ORERIZED 95%EHIXE O FIRMEN-10% % LEbo7e7zd, LART7mXd o3k
BT MU T XY AT HIELERREES N, LA T o U ERNFI ORI ER R I
RO LT,
XoT, bAR7eXH¥ 2 500mgl H 1F 7~14 HREFIRNES1X, S pneumoniae % 7N &7 5 Jifi
RuEgte, RAOTPHIR GREMEMZ) 123 L THORIBEDIRBHIFTEZH B2 615,



V. BEICEE95IEE

Qmihffizt IBHEMFIRIBBREDND ZRBLEEXRE LIz —ARERRRER (R HI5E T4/ M., SR A RHER)
Hik
ABENFR DS 0B & ST T HI 2 S AR MR 499 28 0 — RIBYLE B 181 Bl & R RIC LA 7 m ¥4
> 1[8] 500mgl A 1 [FZK) 60 /52N TRifiiE Lz, Wakik, midilik (vA a7 X<k, 77
IVUTHR, VORI MREET) BE 146 B, BPERERIRFRZA (BMRE SR, OVE AMRLMSUE
R RUESHLIRAE, WU, FRRMERE U8 SR, BUAPERTRSEZ. COPD. EEfid W 4ny) o=
WYL 35 Bl Th 5, LWL, 7~14 A TH 5,

R
FAZSYES
BERT HILEFOBRKSR (BoE) (PPS)
y e i (e o BEE (%) 2
PB4 HE) E7h | EARE &t [05% (S X ] »
MEUR SR E (21K) | 173(95.6) 8(4.4) 0(0.0) 181(100.0) | 95.6 [92.6, 98.6]
DL 140(95.9) 6(4.1) 0(0.0) 146(100.0) | 95.9 [92.7, 99.1]
8 P P ZR 9P 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

a : AR L MR SRR E R CHIE R BB R BER <)
b IEHLEEIC X D EHEX

() NOHIEIX%

RS
BERT HDiEROMEZMHE (BEHKLXE) (PPS)
; S - N s HEiHKE (%) 2
R B4 EES 1Fhot HE AR At [05% (S K] B
WK SRR YE (22 fK) 91(95.8) 2(2.1) 2(2.1) 95(100.0) | 97.8 [94.9, 100.0]
T 2% 68(97.1) 0(0.0) 2(2.9) 70(100.0) | 100.0 [1000, 100.0]
8 [ R 2397 28 D
s 23(92.0) 2(8.0) 0(0.0) 25(100.0) | 92.0 [81.4, 100.0]

a : HREME M RE R CHIE RIS RED HER <)

() NOHIEIZ%

b EERITEUC L D 1EHE XM

oy Ak
RITEZEEL=RIT 44.2% (91/206 f5) T, TERRENWEMIL, ERFBALALHE 13.6% (28/206 #) . ALT N
9.7% (20/206 #1) . AST ¥4/n 8.7% (18/206 fil) Th 7=,

PK-PD /85 *—4% (AUCo24/MIC. Cmax/MIC) EERERZNE. MIEPRISEDEEM

i B 2 SN i & B R 1281 5 PK-PD /85 A —4% (AUCo-24/MIC 1% Crmax/MIC) & %D
S R OV B 500 20 S 00 B A 3R~ 7

BRIR 2 R OFEM AT RE 72 . MR ERBE O Y S 7o R E UL 33 B, VWIR 23EFAM Al RE 72 i 28 BR T8 O MRE X
SLEECTH o7, MIREREOMBEFIIZE (FHRE) K OWIRERE R IR E ORISR (FH%) 1%
AUCo240/MIC XiF ConaxMIC (22300 B, 9T 100% TH -7,

7B WRERE ST AN O R & 72 5 AUCo2a/MIC 23 30 UL EO#EERE OEIA1E 100% (33/33
Bl) Thoi, Fio, THEEBIHIOEZE L S5 Cua/MIC 23 5 LLEOHERE OFIA X 100% (33/33
) THot,



V. IBRICBET 55

H

QfEMt % - BERBRERMRE LI-FIMAERERKRAR GESMRIRER) 50

HERANT L DI e &P S =2k BB EB R (KEoA) | BB T & O MENE
FEMEAS BB 262 5l (LR 7 a3 o B ¢ 127 ), /XX 7 a3 0 X DOVERHT*RE 125 f31)
XA T XY AR T A 7 X L RKET S,

Sl deE, EIE, EER, =T T UL AR

LARZaxY o ot fEHAI L[ 500mg 2 1 B 1[E, £ 60 432 C 5 A B ERIRN &5
NRAT7 X R A 1A 500mg 2 1 H 210 (8] - &) | 30~60 235 T 5 B ST FIRKN
it

WEEE H 5 HMTERTH,. BALV LR 7 axH v U804 1B 500mgl H 1A% 5 HRERROES
L7z,

R

TESAIRE T/ 1k RF OB A 20 R
TEFTAIRE T 1B D R R B0 R

REHER (BGAE T/ IR 5~9 H%) OMBETFRIRNR - BRARZIR
SEBHRPEFEOND ETORE (BRER)

%
A

IR AR YSIE L B 5 BRI D 7= 0 DA KT A o — 85 1 HR—1 KO [H RSB A o
HAKGA 2| (UL, B R OV SRR A1 T 0 0 IR I > THIE L. A 9hoohg
BEOBEELADHEL L,

HEE 1
NI
TE AL E

AR EELE

HooE ) L

% ¥R 23 <104 CFU/mL (&P RR CIlE <105 CFU/mL) O B4

® % MEE S =104 CFU/mL (ZcMEF IR TI1E =105 CFU/mL) . XUIIBBRIE LIS O FLE A~ D
B B BN E1T > - B

TRBRSERE 5-BAAART A B AR S B HE LT 72 70 W RS . I RO E 2 5558 L TV e W EBE . x4
RELSMIXTT 2iaME LT, PIEEOLEE - B 5 21T o 0B

REER OMEFHIRHIERE

W i S v

Wk £ GBI AR DIV WD BRI DR o T
B <104 CFU/mL THlf S n /o854
fF | BEBARNCED DN AR GRS b OB S A
H B | BGBARTICERYD S o 7 A BE S T Sy
JRINEAIME PR A2 THR) . ekl o THB) owdFaechlEl, HHKR) . ekl &
ELFNED S5 HHR) LHE LCEROBIG ZIHAR L LT

Wl AN A
DHIE A
e

SMHEMATEETROERNRHERE CEHFRT ik R UEEHER)
W FEIEE
BB | T COERROEA LR
BB | CTRh 0 BERA . TR ORI B - B & {1 Tl
HERRE | MERBISHATT IR E LC. DEROEE B2 > Bk

BHETETR., EHEMEERXOBERNEHERE CEHAIRT /LR R ARHIER)
) E ) FL e
CE FRTOARERERAWE, UTFEE N RYYERIERTORIE F Tl LB
w RYIERIERTOMRAE E Tl L TV R WER DR AE . SULTRBRIELS O P IR O AT - 581
2 P 54T o j
HE AR RE FRIBLSMNTH T BIRFE LT, HEEOEE « BN E 21T - -8B
T, REGHR L LT, BRBREXRIC, ERHAIRS M O ESEIEOHER & G Lz, f#
ELOHIWr B AR T 37.5°CAR Y 2 HEER: L72Aa & L, MEVH 139D T 1 B | AIE2Y 37.5°CA T

IZigoTzHE LT,




V.

BB DA

) SESHIERT hUEBOMEFENNR (AohE)
HEIFFE T /IR OME 2R RO AL, VAR T7ox o UBET 93.7% (119/127 f) . /<X
TuaXTURET 89.5% (111/124 #) THY ., LA T7aXH o7 ax¥ v icxtd 5 IEL M
ARRFE &7z,

HEFER
B bt B2 [95%[FHEXM]

LRZa kYot 93.7%(119/127)  [89.5, 97.9]

AV A= I - 89.5%(111/124)  [84.1, 94.9]

B OB © 4.2%%  [-2.7,11.0]
a : WSRO 2 RE=F 018 Tl S8 CHIERERIZ R HERL)
b : IEFITEIC X 5 95%(E #EIX [
c: LARTZ7aX YU UBORMNE ST a XY v RO R RE
d: BRROED FHfEfEZ KD, EHTEUZE-S < MR 95%EHEXME2HH L, TRIEA—-10%LL EogE, S

PERSHREES - EHE LT,

i) AEHIEROMEFHHR (FRFE)
TBIEHERF OME B RO HFRIZ, LR 7 axh T BT 76.2% (96/126 ) . XX 7 a4
VEETTT79.7% (98/123 f5l) TH o7,

iiil) SESFIET /PUARFORERENOHEFHNR (BIHLE)
VAR 7 m o AT EE AR R R E IS U TRV EIN R AR Lz, KIBE., WERE (B faecalis) .
J AR T B EMEARIT, TNEFN LR 7 o %3 0B TIE 97.9% (94/96 ££) . 100% (23/23
FR) . 100% (12/128F) . /A7 a2 URETIE 100% (84/84 ¥F) . 95.2% (20/21 #k) . 100%
(6/6 k) TH o7z,

iv) AR EHROREENIOHMEFZNMR (BHEKXE)
PR B OB ERE O E 22 R IR B O EIERZIX, KGH . ERE (. faecalis) | MiRFEEIZR LT,
FNENLRT7 X0 BT 85.7% (78/914K) | 91.3% (21/23 #K) . 100% (12/12 #k) | /XX ~7
2 BT 94.9% (T5/798K) . 90.0% (18/20 #£) . 100% (5/5#k) Th -7,

v) GESTEIRT IR - AEHIEROBROE (E3E)
BIREBOERAFET /LR R ONEEHER ORI OFNRIL, TnEN LR T7ax ¥ T
58.3% (74/127 ) J O 81.6% (102/125 f5ll) | /XX 7 %4 UFET 62.1% (77/124 §1) KT 82.9%
(102/123 ) ThH 7=,



V.

BB DA

HEROMEFHINR & BRERMR

R tEmIE P A 20T
%21%% &5‘%% :E‘E ) Ir\: > s :j_:. N Ir\: ¥ s
R R = B e T
. v | 98.7%(119/127) | 76.2%(96/126) | 58.3%(74/127) | 81.6%(102/125)
L N
P RTRIY R [89.5, 97.9] [68.8, 83.6] [49.7, 66.8] [74.8, 88.4]
ﬂE_ A
Sz g | 89-5%111124) | 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]
. . | 94.3%(83/88) 77.3%(68/88) 62.5%(55/88) 82.8%(72/87)
I// N D N
R RZREFVAHE g95, 99.9] [68.5, 86.0] [52.4, 72.6] [74.8, 90.7]
NN . . 87.7%(71/81) 76.5%(62/81) 66.7%(54/81) 84.0%(68/81)
N A ol
SATRERYVARE | 905 94.8] [67.3, 85.8] [56.4, 76.9] [76.0, 91.9]
. . 95.3%(41/43) 81.4%(35/43) 51.2%(22/43) 83.7%(36/43)
=y Vs 2
%&ﬁ R7EFF A 891, 100.0] [69.8, 93.0] (36.2, 66.1] [72.7, 94.8]
ey . . | 91.7%(33/36) 86.1%(31/36) 63.9%(23/36) 80.6%(29/36)
R R 2 N
BaBR | SATEEXT AR ey 6 100.0] [74.8,97.4] [48.2, 79.6] [67.6,93.5]
. . 93.3%(42/45) 73.8%(33/45) 73.3%(33/45) 81.8%(36/44)
1PN N
M AZRETZAH 1860, 100.0] [60.4, 86.3] [60.4, 86.3] [70.4, 93.2]
BRER . . 84.4%(38/45) 68.9%(31/45) 68.9%(31/45) 86.7%(39/45)
A N
SATEEF LA 139 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%(19/39) 78.9%(30/38)
I// N N
e AZRFTZAHE 159 100.0] [59.7, 87.7] [33.0, 64.4] [66.0, 91.9]
[t 4% . . 93.0%(40/43) 85.7%(36/42) 53.5%(23/43) 81.0%(34/42)
A vl
SATEITZAE N g54.100.0] [75.1, 96.3] [38.6, 68.4] [69.1, 92.8]

B BohE=A R S5 CHIE ARBEIZ B HERS)
TEB : IEHLUERIC X 5 95% 5 1E X [H

vi) BRIZXT 3

TBBRBARRT O MAIEADY 375 CU LB HBERDBE EZFR L LT, MERPHFLN D ETORKOH

22988

=1

BEBUTR L, BE BRSO MRIIRIE

TTHT30 A, XX7uxV T 069 T3.0 8 ThHh, HEMREICET
T oA Y —ikE AW CHENAR G FICERA L BB ORI S EHET DL, B

R7aXH T UFET88. 7% TH -7,

(%)

BRESR

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

LNBETOREOFRAMEL, LARTaXH o D
RO NIRRT, BT

HERERTII L

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

RA7OXHL B atrisk ¥ 69
%

0.0

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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vil) &%
BIEFRBRIL, LAR7 a3 BT 30.2% (49/162 1)) | RAX7 a4 VBT 26.5% (43/162
) Thoiz,
EREWERX, VAR 7 vV VB CHESRIAAIEEN 8.0% (13/162 1)) | IEFHTALZ 5 FEEN 6.2%
(10/162 B) | TEHEALIRIE D 4.3% (7/162 f) | TFHIKL OV ALT #2345 3.7% (6/162 i) | 14T
EALEEARAS . v -GTP 890, K OYAST BNAE 3.1% (5/162) Thotz, SAX7aFH BT
FHBALIEIR DS 8.6% (14/162 ) . v -GTP #1728 5.6% (9/162 ) . TEFHBALALEE, ALT #0, K&
NAST A% 3.7% (6/162 ) | THIN 2.6% (4/162 i) Th o7z,
2) REMHAER
MR L
(5)EBE - RRERIHER
ZDMDBREAEZE R E L= FE MHEEGRAER 710

(SRR G . AR REYYE 256 5 & L 72 R

HME - BEROFAITAISE O “RIEGEHE 11 6], SEIRFEREH 6 B, SMEIRE KEE 5 B
URBSEEGSE (RISZMRZE - KRR iR gR) 255 & L7z iisRain]
SVEREMERTS R BT 8 ), RS LR R B 10

[N IRGYIE & 5 5 & U 72 B IREABR ]

JEEREE S A 21 451

[ PEAT N B BRI SE 2 %P5 & U 72 B RABR ]
TEPURGEE 8, FE T REAREH 13 B

ZHagkILE, A —7 v T~

FTHA

[ BRI e . I RYE &t & U7 BRRERER] . [P s A RIS IE & x5 & U7 iR RARER ]
LARZm XY R FE 1 F 500mgl B 1[E], 60 43227 T 3~14 H M AREEIRAE S

3 HMUERS L, LAZ7oXxY oo &a#A] 1 [E 500mgl H 1 EFSICOVEZSZ bl L,
ERF E R DK Z bRk KB HREIX 14 B E LT,

[REEIEYE  (RISTARSS « R LIRDE) &g & LRk ER]

VA7 ax Yo o dAE 11E 500mgl B 1[EL K9 60 43flHT T 3~7 H R silsERAN & 5

3~7 A% G- Lz, LARZ7axH o X040 1B 500mgl B 1 [ENCEIV X, 11~14 AREREO#&S
L=, HERFIERAFIZE YR AHRENRIX 21 A& L,

[REE PN R YRE 2 b 5 & U 7 B R 3R]

LARZm XY @R FE 1R 500mgl H 1[E], 60 43227 T 3~14 H M AFEEIRAE 5
TERTCHIERF O ERR IR - M PR

A H VREEE OFHMREINT, BISCHRK &M VRS B BRI 5% T ik 5~9 HiR. 7 T I VT MERR
FARRITRERRT Sk 2~4 W%, FOMOFRBIIHR G T Rk T~14 A%
TREDHIERLEINE - T, IRRCHIERF ORERN R 24 L7z,

MG - BERUFHRIFORZEE, BEX, BEXROBRMNRHEEE CHEHER)

B5 5k

W@ I
| PRI TS ORI BOLIIR, b S b7 B R B LB
" - FCTHENL LN TN D5E
| MR CTRRO A S AT e . 5% BRI LS b7 b AR 1D
e |

fﬁ%i FEAie | ARH ORISR, 55 ORI LRI DA

=

ife AMEEEATIRA DB B HELE CARHIER)

W FEIE

) SRR QN HEPR TR AN TH R L= B
FLE | FEED B VITHEIRIE D AT, IIHAEOE T - BN AE 1T - 12 B H
| E A KIGHBLSMIH T B E LT, MIEEOET « BINEREE T B
LARZa X UROFI~OE Y B2 1, PIEEOLRE - BN E Lo -7z
SEEVE & i AR 3T C R DOSA L L=




V.

BB DA

[INERIES
D EH
% ()

SRS AR, B0 S S OTIHEE FRROIRENRHERE CAEHIER)
o HEEE

I RS LARICHRE S 2 RPN O AR HA LT BE
" FEE ERRICERT D R O IR R, PR OLERE BB 21T > o 8
FIEAKE MERBLSMIRT 210 L LT, FIEROLER - BIEEEIT- oS

LARTZ B R AFA~OT D B RIE, FUEEOEE - BIEEL LahoTe
SEEVE &R m R BTCRT DSBS & Lic

RERE K DERER S

RYEEE CaEHIER)

B E HIE I

LUFo 2 A 24 Tl 93546

<A E B L IR AR 37.0°CLUT (PREDASE 87.6°CLLT) TH D > HMERKX
iZ CRP fE 2D HEZ B O T HE

JEERET R AN L, ol AR DA XFEG EORE PR LSS

=

LUFo 2 A 24 Tl 33546

PP R o L A A2 5RO . FIIERECU S CRP B 2Dl 2 i 126
-WEFBET L AN L, Ao K - BRI O MR R OV e, SR b oD B AV
LI HG

%

T

UFOWFNPDOHBICEZY T 556
S RREO THERY) OWEEERNT SRV E

FEC ) RO R A Z Lz E

ARBRIER G PSS FTR S TV W T, 200 B L) — UERFEE S s E
ARBREE R G P SRR B 54 T P RIS O PUEE D B G S S

FIEAEE JEIR + PR SUTEEAT RO EHRB KA L T D56

a : CRP fEI3Hfrf

FERREE., F

W FIHAR I K DRI RO — 2L i L7z b FINIC K P RIEE O o7z

ENBHFRRNDRAITY VJICLPBEANRDOHIEEE CAEmHIER)

HoOE FIEALE

=R FEWR - FTROZ 3 7 B5 7 UL FIZED LI ha

% # SR - FTRO X 27 G508 9 LTI LIc &

wm FEIR « FTOA 27 G5 10 S EOHE . RO GHREICH L TOPTESE (&5 %5303
BE~ORFHE) ARG ShihE

FIEARE KB L2WEDHBICL Y JER - FTROERA XKML TV 5H

FEREE, F

BENEREDER - TROHIERE CofmdErR)

I H BTy — 2ary
>38.0
NN =>37.5~<38.0
#R. () =37.0~<37.5
<317.0
3+ (AR T B DOIE & LT D)
T 2+ (MR Z b HDHN, LN ERTED)
1+ (FEAfNEEL DR, B TNDHZ ERZN)
— (L)
3+ (A3 < T B A DOIE & 2T %)
TREER IR 2+ DRV Z LD, (MENPFERTE D)
(FEERE LB B A O ER) 1+ (RN EK LB, BTN Z EnRZN)
— (72L)
JiRE
HT oMk BRI
IER (L)

%% (2mL L 1)

R (1mL Yk 2mL SR)

i (1mL K)

el

FERE (jul)

=12000

=10000~<12000

=8000~ <10000

<8000

CRP

>12.0

>4.0~=12.0
(mg/dL)

>0.3~=4.0

OlR|INMw|O|(~R([(Nd|w|(oRr|NdM[w|o|d (R |OR|Nd|wl(o|Rd|[w|o(d|k o

=0.3
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BB DA

Al R
SR OH
AL E

TRLOHERIEITHE > T, IR IHIE R O BE DI OME AR 2 HE LT,
MG - BRERUFMEIFOZRESE, BEX, BEXOHMEFMNRAEEE CamHIER)

NOHE S TERVGE

" - - (i)
s oo ® % gfﬁ“
Wk OB ST IR 6 L M3 PR 3O B 5% I RIRE 23 3 S h
o2 84E
TRFRIZ K o CHRRAEIR 2SS U U S 9] D i 3 h DRI
EREES W LUTZRERHEONRL o E JFRRNEITMA LI b HET | W K
%
& 3 TRIRIZ X0 B & 23 72 EGYIE O SEPRCBE I ZTE 0 U723 MR 0 SR B
DFE CEBAL S Sz E
PP ﬁ%ﬁ%@&%ﬁ%@hﬁi@%ﬁ%#%%@@@ﬁ%ﬁ@&éht
Z=
JRIK B BRI R DU A B B VT T UNCER AL VT MR R D D D A3 BERE R Y
e AR HeEATHE RATHE D D NI HEM S ey 72354 RN IR fFRe L T\ 5 L HEE
RS
AT TRIEIZ X 0 BHIORENE TN L, 2SO - 720k R 23, B
5 D72 YR E D RERSOPEE % (> TR U R S =34 17 %
LHDIRK NG T H L & bICRRAHT-MEOHBA RS =
EERY Ldd B, THITEE-S T, BRI S 5 WA EORYT RS HHE b
L IIET A2 EHRG L T5
JRIR B OTERDFER S 32 23, Z AV LAREIZ B OV R UGG AL DR R )
S HFE UIBREARH SN2 5BA Th 5, TITTRRCHE R4 5 R
) E R O FFmIZ VD
R R b Flix OEEIC L0 MIEEORENEE S Lo & bk %4

AMHEMAIIRARVSEHESERE LAROBMEFHIRHTERE CAEHIER)

HoE e e

) %73 <104 CFU/mL O B4

m %) EH Y =101 CFU/mL, SISO - BINEIRE 1T o 1o B

) E AR hE SHRBBLSMNIKTT DI E LT, FIHBOERE - BIEREIT oA

0

LARZ B URRAFIA~OE D B RIE, FUEEOEE - B L Lo T

SUIIICTHRBRELAROHMBEMNRAERE CAEHER)
hil E ) E S e
il % AR AL L C trachomatis DM Sv7eino - B#E
fis % R AIEIZ LY C trachomatis 3, XIIHUAIEOLEE - BN A 1T > 72 BH
HE AR KIGIRBLSMNX T IR E LT, PUHEOET - BIESEE 1T > o B

fEIER., FEARE, FENRRXOMEFMMNRAEEREE CamHIER)

B | W E I A
 EDNCERR S N R R D PR RO B 5 RN E A R I S U7 _
I W%k
et | PO o CUBIORIARILIAR L. ERBIR OB AR AT 5 | oo
| DR IR R & o TR LI DRI S e
e | PR &5 CEOIDRIEGRER L, EADURO BT AR | o
757 RHHE DFER RO % D312 ] U2 DR S N85
e | PRI Ko CERIRIER A E A L, SOI0RRFRIRD D RAICE | o
LB b o8, FEEITNA L b0 LiET 5
EERES | | RS M B DR EE SR S e
omesnte [ | BRER OB DI RONIBR S U R D 0 R D
shs EATRE | Tt 3 2 L E M ST o 1= e, BRI IR LT 5 & T 5
LD RE BN T B L L bIC. B b B AMED B Z#5 - &
BERLE | 255, ZhictEsT, BRi® 5\ VIR FOREI LsseEs LS | 77 6
ITBE A R R L T 5
TR O T e S B S U2 78, AU DA POV IR D R IR 7 B>
fOB A CREE AR SR Th S, EICIRIREE R 5 TR E
B DR SV 5
IR RE TRIRIC & > TERRER A SE UTTEE Lo b oo, fix OBMIC XY i R b
B SE R SN o 145D
EEES | e OFERC L O MR D IR S AU~ =72 B, kDI
S U E N i % 4

MEA) JO TR 13, BRRZDARHEIE &3 L CHIES 2




V.

BB DA

1)

S FISEERREAE, IRERPEEZ TR E LI-BEREAER
i R 200 3 R O 2RO Bh R D R RIT, MG « BB R OVFART RIS 0 — RIYehs 90.0% (9/10 %) . Adkn
TR 100% (5/5 1) . SWEIHE R 100% (3/3 ) TH o7z,

B2 [95%[FHXM] P
B4 — T
FHZRAIES SR EE

OME - BME R OVPANAIS O &Y | 90.0% (9/100P  [71.4, 100.0] 90.0% (9/10) [71.4, 100.0]

HME D RIS - -

B D PRI 0.0% (0/1) [0.0, 0.0] 0.0% (0/1) (0.0, 0.0]

FHTAI D TR 100% (9/9) [100.0, 100.0] 100% (9/9) [100.0,100.0]
kg 100.0% (5/5)™® [100.0, 100.0] | 100.0% (3/3) [100.0, 100.0]
APERRAE J 100.0% (3/3) [100.0, 100.0] | 100.0% (3/3) [100.0, 100.0]

a : HNR= N BIER ATl S5k
b : IEHITEUZ X D 95% (5 HE X [
H) LARTZ X UERBINS LR T Y 8 500mel B 1 EEERE~OY) ) B2 EEN 1 HITirbii,

BIVER R BAERE 1T 13.6% (3/22 %) TH Y | JEHAPE, TH, 185, EHEAAEE, FEFRIEwR, 1+
SHERAEERE . ALT #4950, AST ¥4 4.5% (1/22 f5]) Th o7,

FREGEEEGE (RIILARZ - BB LEAK) xR E L-FERKRRER
WG R 20 B K OSHIEE s oA 3R0%, SMEEMERINIRAE TIIWd vy 83.3% (5/6 B) | StbksH b
I GHEEME - 77 I T M) TiL66.7% (4/6 B) KX1r83.3% (5/6 ) TH -7,

HhR e [95% 548X M] P
R — P
&R Zh SR B R 3h R
AR PERT ST RS 83.3% (5/6)™ [53.5, 100.0] 83.3% (5/6) [53.5, 100.0]
MR LR 66.7% (4/6)™ [28.9, 100.0] 83.3% (5/6) [53.5, 100.0]
A RS B IR 33.3% (1/3) (0.0, 86.7] 66.7% (2/3) [13.3, 100.0]
Bl T I U7 R BRK | 100.0% (3/3) 100.0, 100.0] 100.0% (3/3) [100.0, 100.0]

a : ARE=A NI TR S5

b @ EHLERIT K D 95%(EE X M

) VAR T B UERAINS VAR T B X B 500mel B 1 [ElREA~DOE Y B X FRIEE G, B0 B FHEIR,
SMEMEPERT IR 6 . BRI LR 6 B TIT Tz,

BIVEF R EIAEE 1% 22.2% (4/18 1)) C. {Hf, BEfibh B G 28 . TS EBALALEE ., TESEAIER D4 5.6% (1/18
fB) THoT,



V. BEICEE95IEE

3) BEEENELEE R E L-ERRAER
MEREAS AR T OB, BEHRLIEN 70.6% (12/17 ) . HE PRI 66.7% (6/9 f5]) Th o717,

B D [95%15HEX M]] P
P
R B R
[ELESASERIN 70.6% (12/17) [48.9, 92.2] 66.7% (6/9) [35.9, 97.5]
Egﬁéfﬁ?ﬁﬁﬁ%%m; 61.5% (8/13) [35.1, 88.0] 60.0% (3/5) [17.1, 100.0]
iﬁ‘%v\j%ﬁﬁ%@:iéﬂgﬂﬁ 100.0% (4/4) [100.0, 100.0] 75.0% (3/4) [32.6, 100.0]

a : ARNR=ANEIEL S S B
b IEFITEIC £ 2 95% (5 HH X H

BIVE AR BIAELE 1% 28.6% (6/21 %) T, E72@IWEAITESHTAALEE 14.3% (3/21 f5)) TH -7,
4) EIRAREEEEEERRE L-BERRER

B DR 20 B R OS2 BB DA 53R L B IR Tl W1 b 85.7% (6/7 ) . = A4 @ 228 Tlx 80.0%
(8/10 #5l) } 1 63.6% (7/11 %) TH-o7=,

] Hih#E 2 [95% 15X ] P
PB4 — P
I R 25 S HHEE 00 5h R
1B NG 85.7% (6/7) [59.8, 100.0] 85.7% (6/7) [59.8, 100.0]
T B Ea SR 80.0% (8/10) [55.2, 100.0] 63.6% (7/11) [35.2,92.1]

a : BRI TR G5 E

b : TEHITEUC £ D 95% (5 HH X [H]

I LR 7 v 4 UIERFINS LA 7 v 8 500mel B 1R G~OY) 0 2 REE ETe, U0 B ZREI,
TE PG 5 B, FEMERRE 9T,

BIVER R EAEIE 1T 38.1% (8/21 %) <. F2RIWEMIZ. ALT #k O AST #1045 14.3% (3/21 #) T
HoT,




V. BEICEE95IEE

(6);aRHIE A

1) ERAMERE (—RERREAE. HEERRERAE. ERARBELEERAE) | #ERTRT —424~—2

%‘I‘I‘I

. WERFTEREERZRONE 19

VAR 7 b Y3 ISl GREEHES > 7 500mg/100mL M O #E 500mg/20mL) 0 5% i O i Ak
FEFRAT2S 2011 4F 10 A 7225 2013 4F 9 AIT/IT THEME S 7z, 2 221 Fiaik O ERERI S 1,142 B0
HEANE L, ZaMEiE 1,138 i, AL 969 il TRt =17z,

RIVEMIZE BT 10.1% (115/1,138 f5l) T v . FRRIMEHIE ALT $INE O REAMRAE O R EH) 4.7%
(53/1,138 f5il) . NTFHERERH & DOITALE RIEE 1.4% (16/1,138 f5) | —f% « R FEE KOG OK
BE 1.2% (14/1,138 %)) Th 7=, EELRBIERIZ6 6 (6 1F) ICiBH LI, TONRIE, Mgk, SUERE
BREUEMRE, FMUEMEMR R, S, IR, Wb v 7 F=8nctho7z,

LARZ a9 UERAIEOFER L R>TVWA 7 2 = VER R I 7 0 B4 VR IEAT oA RIEEHIR
JESE (7 = = /VERRER « 7 1 B4 kR NSAIDs) 13 9.9% (113/1,138 i) T &=, pHIc k%
BITERARERO FFIERO o,

HARAIR SR EIVER (R R OSREARRR ) 1JRMEAY 2 4, RERJEANS 1 BERD bW b IFERE
Tholz,

JIFHERE PR T I B9~ 2 BV 37 Bl 46 138D Hiv, FHLEIG1X 3.3% (37/1,138 f4) TodH-o7-, W
ITIFHERE L K OV ALT #4513 ., AST M 95 TH Y . Wit h BfEFTRIC L 2 b D Tidie <,
LR 7 | 3o RIS % O MERE CREEIBEO NI LICL IO ThHo T,
ARNRITEET 90.6% (878/969 i) TV . WIMERNZIEL, Mgk 90.4% (795/879 %)  (PWFR = i i
% 93.9% (596/635 i) . [ - riERIHETZ 80.1% (129/161 f5l) . BTz 85.0% (68/80 i) . fii
RGP 66.7% (213 61) ) | BMERFRIRFHZ O —RIEG 92.2% (83/90 fiil) ThH -7z,

LEXD ., VA7 a3 U ERAIOZEMEICKE RBBEAITEES G, ik, BHEMRERHZE O K
SRR LT 90% LA EOFFEEZ R LI Z 00 HHEETICBW L AHRIIEEK CTH D = & 23R
=Y (W

2) RRBEHLELTERFPENRBRIEER L1=-FAE - HROBE
A% LR
(7)% DAt

1)

KEAENE (CFREBRE)
VIR SRR R A AT, LR T RSy 500mg & 1R 1 ELATRIE LIS AR R O At &
AT 5 2 & & A9 L L CEPCHRI S Mz BRI 2 IRO A RRATARIL, KO L 350 Tho 1z 919,

R BHE (%) CEDIEB] FAEH])
Mg GEERAZ % 5 Te) 92.8  [(232/250)
~A AT T Ak 100 ([ 17/17)
75 VT 100 [ 4/ 4)
B S T/ 100 [ 1/ 1)
PP RTINS 2 D YRR 94.3 [ 33/35)




V. BEICEE95IEE

2) BfERIEHLE
BRRYSERE 2T, VAR 7 XY 0 500mg & 1 B 1 [BUSESE U2 OF 00 b V2 20 % et
THZEEHARE L CENTHEmMS N ERRR 73 BRO B EE RO AT RIL., koL

ThHoT,
FRE - R EHRE (%)

7 R R 96.8 [ 30/31)
LY ERE R 100 [ 14/14)
Pii e BR A 98.3 [ 59/60]
A=Y PR AER 100 ( 5 5)
ETIRT (TTUNRAT) ~AFT—V R 100 [ 11/11)
KAGEE 98.3  [(113/115)
A=AV 100 [ 4/ 4]
LTV ETR 100 [ 31/31)
TUT RN S 100 [ 9 9]
v I F TR 100 [ 4/ 4)
A=Ay S 80.0 [ 4/ 5]
A I W 100 [ 60/60)
TR B 83.3 [ 10/12)
LUARTR 100 [ 1/ 1)
RT R NARNVT hayhRAgE 75.0 [ 18/24)
FLRT IR 100 [ 4/ 4)

) = U UMHER SRR U= ) v (PCG) @ MIC=2.0pg/mL



VI.

RN CRE S HIE

VI.

EMEE(CEHT HIRE

- REZHICEESH S EEMRITILEME

EYU KU VR VEERIGEY
F7r%Hr (OFLX) . /A7a%x4sy (NFLX) , ¥Fr7adHsr (CPFX) \ hA7aF#v sk
SOV KRN (TFLX) | X7 a X4 v A VL (PZFX) %

EE  BEEOH DB OMREITNREF L, KRIOEFRXzSZRT25 2 L,

EIEER

LR7ZaxHh it IR THLIA T a0 FHONHEESKTH D,

(WIEREML - A
LR 7 a4 0 O ERERBEFITMEDO DNA Vv A L—A RN RRA Y AT —F IV IT/EA L, DNA #
BAMETS = & T, DNA Uy A L—RIEIE bHA Y AT —F IV IEHD &b b AR < MBS 500
MBI k> TR D 12,

HFREMEDFENERIIHT HBEEFFM (in vitro)

1Cs0(pug/mL)
FE. 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 Vv A L—=AKR N FRA Y AT —=BIVIHFEEOR S T4 7 0 2P 0] 2 f5TH 5 202, MIC &
MBC IZIF R E TR LT, T OHEIEHITEENTH Y 2920, FHOFREFAIELE TIid MIC {10k
FECIRHARY b TS 20,

HFLEIAIILD bR A Y AT =R XS DBEEFEME, #MIEO DNA ¥ A L—Z (FRA Y AT —F 1)
PRATE MR O PR A Y 2 7 — B IVIFEEIE L Y 125200350 2 L BB bR TS 209),

FRA Y AS—FIIZHT HEEFEMS (in vitro)

ICs50=SD (pg/mL) e/ e
Gyr TopIV Topo II Topo 11 Topo I
(E. coli KL-16) (8. aureus FDA209-P) (human placenta) / Gyr / TopolV
LVFX 0.39%+0.00 2.36%£0.41 1,854+35 4,754 786
OFLX 0.71£0.07 4.17+1.25 2,221148 3,129 532

Gyr : DNA gyrase, TopolV : TopoisomeraselV, Topoll : Topoisomerase II



VI, oA RE 4 D H

Q)EMEENM T ZHBRAE

VARZa Xt 0k BEEEEZ ST 7 T AR L OV T ARMEEEECKT L, REPHZRPIE AT b g
AL, 7 FUKEE, Lo PEREE, MREKE, BERKER, WOICKRB®E, 7V 7 IR, B9 F 7R, 7
07 UAR, EAHRXT BN H=—, T T T REEUHENMER, RIEEE ST KU REIEREE S
S AEHERE. A 7NV E, LU X TR. X MA R LT havhRE, Foa—~r 53307 (¥
TFIVT - hTavwT 4 R) MR ITIVT (VTIVT cma—F=x) | iRvA 2T TR~ (A2
TIRAw c Zma—F=x) BREICHEEEEZ R L,

Fo, FTAE, RTFTAE, REE. XA MHE, TAVETRE, BRFE, QY ryFT (arv=xT -
TIRT 4) TR L THHIE ) &R LT 282620741,

FBRA~ 7 AJEYBAEEER OSSR IC B\ T LR 7 a0 o 3, B R OB R 2 7k LTz 830,

1) FEERICH T SMEENE
O KRR CEERIEE T SREESE (in vitro)
FRERVBIERIMES S LBEE

MIC (pg/mL)
[ S : :
LaR7axWhoy |(vyFavaxPho | XXT7axtov

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*

A AR e (MR AT IR, 49 105 CFU/mL)
* A



VI, oA RE 4 D H

FRMERVBHERIMET S LREE

MIC (pg/mL)

73 . - N
LaR7axHyy |anvaxhrr | AXTaxHuu

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 9+
NBRC12535
Acinetobacter baumannii JCM 6841 0.5 1 1
Alcaligenes faecalis JCM 1474 1" 1 0.25"
Achromobacter xylosoxydans JCM 9659 >8" >8" 8"

AASLFRIE 2R e (BERIAARIE, % 10° CFU/mL)

* AN AR




VI, oA RE 4 D H

QR MEHKMEEICH T SMEEME (in vitro)

RERRIEY 5 LIBEE
" ‘ MIC (pg/mL) ‘
LaR7axYyy (yarvadrr | SAXTaxtir

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*
Fubacterium 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 prevotii JCM 6508 4* 1* 16*
Peptostreptococcus anaerobius ATCC 27337 0.5 1* 1*
Streptococcus intermedius ATCC 27335 1 1* 4

H AL AR PR (IR R A IRE, & 105 CFU/mL)

* OSSN AR

RERRIEY 5 LIZEE

" ‘ MIC (pg/mL) :
LaR7vaxYyy (Yavadrr | AXTaxHor

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

A AR L HRIE PSR (MEREAIE, 5 105 CFU/mL)
* AN R



VI, oA RE 4 D H

QLIH A FREIZHT HHMEEME (in vitro)

LU R T mOEREEKICT 5 LR 7 ax% 200 MIC i 0.015~0.03ug/mL Toh - 7=,

MIC (pg/mL)

H% vR7uaxyr |[yavaxtir | RXTvaxtor
Legionella pneumophila GTC296 (ATCC33152) 0.03 0.03 0.03
Legionella bozemanii GTC298 (ATCC33217) 0.03 0.03 0.015
Legionella micdadei 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

PEFEE B £9 5X104~1X 105 CFU/spot

2) BRERSTEERRICH T HIMEIEE

OHFEERG IR Sy BERR 263 2 BUETETE. BN CHElE SN PlEREZ T — X T &
STA LR TaXY o o OHBEEEE LTS R Lz 42,

FRERDBERRICH T B LR 70X YL U DiEE S

SN | ISR

2007~2008 F[H K5 -
gy p— Range = ﬁf(iﬁoﬁ MICoo - E‘ngig_\) 4}MiC}\ 0
(ug/mL) (ug/mL) (ug/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 .

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
FEnterobacter spp. 29 =0.06~4 =0.06 1 =2
M.(B.) catarrhalis 29 0.03~0.06 0.03 0.06 =
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 RTIY 29 0.5~64 2 32 =2

a: MSCNS : 2 F VU gk a 7 77 —¥ k2 staphylococei
b : P. aeruginosa RTI : WE g3 Yx i 3K P. aeruginosa
¢ : Clinical and Laboratory Standards Institute (CLSI) OEH D LR 7 a x4 DEszthd MIC 7 LA 7R

A

MIC 7L+ 7 KA > b (BP) : HANESZHOMIRIEETH D | HREO MICER T LA 7R A MATFTHS
E, BRI OFEANT 0 LTS MER & D &Il S D, sriE S a7z B oo MIC 28 BP LR ThiuE, ER

NRDHFTE D,



VI, oA RE 4 D H

ERMERERRZMEY— XA S VRITETHLRT7O0FH S O OREFEE

ENEEEZ Y — T X
T MR Range MICso MICoo Bz D
(ug/mL) (ug/mL) (ng/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
Enterobacter 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 RTI : MR #RI&YL K P, aeruginosa
b:CLSIDEDDHL AT ¥ P v DESZMD MIC 7 LA 7 ARA 2 IV EREH

FERBRARVNA X TOBRERREFORERICHT HLART7OFHL U OREEN

A & <§§/rff> (Egﬁi) <ﬂ§§9ﬁ>
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 — —




. A EIC BT 5 A

QR B REYE K OB SR Y S8 & 0 Z0 B S V72 A SR B e OB S R i o LR 7 m e o
> DHUETEME 2 LU IR Lz,

FREERVESERIMEEICHT S LR 70X D OREEN

A & <f§/rfﬁ> (Eﬁf) &ﬁg}i)
MSSA 30 0.12~>32 0.25 8
MSCNS 30 0.06~8 0.12 2
FE. faecalis 30 0.5~>32 1 32
E. 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
FEnterobacter 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

FRRRIYERSE L0 0 ST ARIEISMER 842 VAR 7 v o OREEEZ LU FIOR LT,

RERSERFICHT S LR 70X D OnEE S

" PR ﬁ;‘ff& <ﬂ§§”ﬁ> (ﬁéﬁgﬁ)
Peptostreptococcus spp. 17 4~2>32 32 >32
B. fragilis 30 1~32 2 16
Prevotella spp. 16 0.25~>32 8 >32
Veillonella spp. 2 0.252 — —
Porphyromonas spp. 10 0.12~0.5 0.25 0.5

a: Mt & iz 2 ¥k CR—® MIC &
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<BE>

[EIPNT 1992 £E7 HFEERYIC
(ZRT DREEZME— A TR L TV D

LR 7 a9 v OPEEE 2 RFIRT,

LAR7axY o oY —_A TR T N—T0, RS
5, 2010 4 39K N 2013 50

) If[l':PdEr_‘/zzLI/

ERNRBEERZEY—RAMSURIZETSLART70FH5 L O OREESE
. A " MIC #ipH MICgo
S e | A (ng/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~>064 16

2010 603 0.008~>064 1
Citrobacter spp.

2013 543 0.004~>064 1

2010 678 0.008~>64 0.5
K. pneumoniae

2013 552 0.004~ >64 0.5

2010 657 0.004~>064 0.5
Enterobacter spp.

2013 628 0.008~>064 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~>064 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 B SRR YR 3R 2013 559 =0.03~>64 16

SAaVETILERVMRBREIZNT HFREDE (in vitro)
ViR 7 uaXxH i 500mg & HEIFFRNES Lo b NEHREHERS &

HIERR D45 TR L 1R 38
BiE U 72 B R

KD

D Mg ER

BT DRE DRSOV TR L7z, E7HRANER 24 BRI ORE 2 L— a VTS & LA

A= G g

MR T ar =—0HBUZ W TR LT,

LAR7a X U AR L DO ERBEDES IR I, EAWER 24 I VR 7o o1 5

sz

MPRETFT LEEORE 2 L—3 3 VTR SN o T,



VI, oA RE 4 D H

RBREICHT HLARTAFH L UOREMR

(Log GFU/mL) (ffi 3R E GE008724% MIC=1.0 1 g/mL)

10
— arka—iL
@ LiKR70F4iy
“ooe BRHER

9

8-

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) FAIRE O B AmEE HIR4EE & U mutant prevention concentration (MPC)  (in vitro)
LR 7 o X U MiRERE (EG00218 #:, EG00093 ¥k, &N ATCC49619 #F) IZfEH SH7- L&D H
SRIMHTPERE O MBI IL, TRRo LB Tholz, Flo, TRHOKRICKHTHLARTrFH 0 MPC I
2~dpg/mL, THVY, vTuryaXxHhr o0 12 ORETH-o7z, I 6T, MEFHEROBEE S
MPC/MIC > 7a7uax#o v L0 /INEhotz,

B A4 E H IR $EE K& U mutant prevention concentration (MPC)

e o MIC PRI A A MPC MPC/
& ® A (ug/mL) (ug/mL) | MIC
He! 1xMIC 2xMIC 4xMIC He

Wik | VAT RE YL 1 2.5x10°7 | <3.3x107!! | <3.3x10°11 2 2
EG00218 | o 7nvmxyv 1 1.0x1074 | 8.0x10°8 | <3.3x10711 4 4
Wik | VAT RI YL 1 1.2x1077 | <5.1x10711 | <5.1x10°11 2 2
EGO0093 | v 7uvuxy 1 3.1x106 | 3.3x10°8 | <5.1x10°11 4 4
Wik | VA7 RIF YIS 1 2.2x1076 | 1.7x10710 | <2.1x10-11 4 4
ATCC49619 | © 7o mx4 1 9.9x1076 | 8.0x10°8 1.3x10°9 8 8




VI, oA RE 4 D H

5 ARLTFaYHR - Za—FEZIMRETIVIIHT BEDHE

YU RIRBPNCA N LT NIy B A« —a—Fo R L CERLERET VICB TR, AER

Y5 DRGSR BEED A T 4 7 U ATFRERDS 6.0 H THo7=0IZxt L, LAR7axPh o k0t 7 MY

T XY O 25mglkg X2 [Bl/ A GRETIE, £ 105 KON 11.5 A LB &7, 50mg/kg X 2 [8]/H $¢
BERETIE, LAZ7aXxH L U RO 7 M) 7Y & bICRKBIZEA DK 14 A BICBWTH 500 =
DO IANELFE LT, MST IZBEH ST >14.0 HE o7, RILERTBE L Ol TIZ, 7T XToO L

AzaxH o ROt 7 M) 7Y o RERETHERRMI R MR I N,

AFLTFAYAR Za—F=IREPIVAMEETIVICE T SERAR
| B 558 MST @ 95% {5 FE X [H] kBl O PiE©
(mg/kg X 2 [E1/H) (R) (H) TP D (vs JEYuR)
Yt R - 6.0 5.0~17.0 0 -
] 25 10.5 8.0~>14.0 4 0.001
LARZ7axHv
50 >14.0 10.0~>14.0 6 <0.001
25 11.5 8.0~>14.0 4 0.005
7 MU TRV
50 >14.0 >14.0~>14.0 9 <0.001

a: A7 4 7 UHEFREN] (Kaplan-Meier 5) . b: 1 10 E, c: Log-rank B /E

ZECE

~LT,

RENFITIRZAN LA RS -

Za—FET A SHRETIVIZHT DBEDHE
FIEIMHIIREEA B Lo~ U RICREMIC LA R T -
BWTIE, ARG OGS IREED AT ¢ 7 AN 6.0 HTHoZDICR L, LiRZ7aFi
OB GIRIRRE CIIRICBIZE 21 A BICRBWT, 2FINALF L, Y REE L i L CHE 2 Bumah %

—a—FT 4 T ERERE L ER LR ETLIC

TAa—FETASREREIIRMRETIVIZCE T ZBEDR

# BhE MST @ 95% 15 FE X [H] BElE A D PfEo
(mg/kg/H) (R) (H) AT IR D (vs JYKTHR)
Yt R - 6.0 6.0~17.0 0 —
] 20 >21.0 >921.0~>21.0 10 <0.0001
LARZ7axH
80 >21.0 >921.0~>21.0 10 <0.0001
20 >21.0 21.0~>21.0 7 0.0002
7 TRV
80 >21.0 >921.0~>21.0 10 <0.0001
) 20 >21.0 >921.0~>21.0 10 <0.0001
RAT7axH v
80 >21.0 >21.0~>21.0 9 <0.0001

a: A7 47 AR (Kaplan-Meier 35) . b : 1 #£ 10 &, ¢ : Log-rank &

(3)1 FASEIUBER - F4REHRT
YR L
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VII. E¥FREICET HIER

1. MAREDHR
(1)ABELENGILTEE
YDA, K E ORZECRTT 5 (( [VIL2.2)ENEEM T DHBHRE . [VI5.(5)Z DD~ D
BITH) OHEEZM)
QUERKRABR THRREIN-MHEE
i3 JTDN
1) H[EHRS5 9
BERERRA 8 Bl LR 7 m ¥4 500mg & 60 3l CHURLA#E Lo Sa ., mAEP R IR EHER
KOS ENE T A—21X, LFDO LB ThoTo,

LARZ70%4 2 500mg BE s R0 Mg iR E#%

(ug/mL)
124
n=8. mean*SD
)
oIt
fiir}
3
i
=
=
0‘4’ T T T T T T T T T T T ; I T hd 1 T Q
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 (hr)
B
LARZ70%42 2 500mg BE REFHIROEMEE/ NS A —4
Tmax Cmax tie AUCO-72hr CLt CLr de
(hr) (ug/mL) (hr) (ug-hr/mL) (L/hr) (L/hr) (L)
ﬁ?rg%gg& 1.00£0.00 | 9.79£1.05 | 8.05*=1.54 51.96+4.96 9.69£1.09 | 9.10+0.93 | 111.10+=15.51

J Ay — kA2 MENT, n=8, mean*=SD

Tmax + 55 e I T B T80 S IR )

Crmax + e o0 I HE T 8

tuz : FERFE DT IR 8H

AUCo-72nr : B 5-1% 72 WR§H 3 C o i i B — IR R T i F
CLi: 257 V77 A

Cly :B7 U772 A

Vd, : 53 AR
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2) RiEHRE D

fEFERRA 8HIlC LR 7430 500mg 2 1 H 18], 7 HREESREFELZE &, 852 HBUBKED
AR RZ(LRRE XIZE - EOHBEZ R L, EEYEET7 A -2 1 HELE 7T HETIEE ET
HO ., KERGRICEETXEEEEIIRD o7,

R1E RERER O MR P REL KR E RS

(g/mL)
124
K N n=8. mean®=SD
o .
9,
1 Q
P
%" 1
th
= 6
B
3
00— — T — T T — T T
0 12 24 48 72 96 120 144 168 192 216 (hr)
B R
EWEE/NT A —4
%’4“5— Tmax Cmax Caz4hr tie2 AUCo-24hr
(hr) (ug/mL) (ug/mL) (hr) (ug-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

Jarsi— kA Y MEWT, n=8, mean®=SD

3) ROKSEDOHE

EFER A LR 7 v 420 500mg % 60 45 CHRLSHEEE (841 L-Ha UIHERERE D &5 (40
) L7=36E. WERE AT A —Z X, IROLEBY TH-o7-,

LARZ20F4S 2 500mg BEIAFEGFIXGERZOREROEYEFE/ NS A —4

Tmax Cmax ti2 AUCO-24hr

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

500mg A FFE 8 1.00+0.00 9.79+1.05 8.05+1.54 51.96+4.96
500mg % 15 40 0.99+0.54 8.04+1.98 7.89+1.04 50.86+6.46

JvayR— kA2 MiENT, n=8, mean*SD

() E
LU L
AEE - HAEOEE
1) BEOEE
R L7 0
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2) HHRAROEE
UAFOY, TARRY RIZL BHE
TR AIC S A F 22 400mg 2 1 H 2 [8] 3 HXIT 7 m % K 500mg 2 1 H 4[5 5 HiE#HG L, &
AFVUEE T HABXITI e _xy MG 3 HREICLA 7 o343 500mg % 60 4y Caisit Lz
LAV AFVUDOPERIIC L T, AUCo72me 1% L3 f5IC B U, tield 7.6 BRI S 11.7 BEEICIER L
7o T7 8 Ry FOPEFHICE 5T, AUCo720 13 1.5 fFIC EH- L, tie 13 7.6 RERI S 12.4 FEICIER

L7,
—. Cmax X OBRFER PRI (B 54 0~T72 FEfl]) 12 ATV Nid7me_xv RfHIck 2 Rk&E %
FEIRD LN o T,
LRZOFHOVERBBREUVIVAFOY, TORRY FGHRBSEHEOMmMIEDEEHTR
(ug/mL) (pg/mL)
109 LAFOY 10 Ei=tas S
&8 n=12, meanxSD &#n=12, meanx3sD
n o LfTnEH o o LART0EH Y
o OLATZAF LU+ AF Y ¥ OLARTRFS L TANIA
i iy
= 5 =
i3 E
Ul T T T T ] ot 7 Q T Q
0 8 16 24 32 40 48 56 64 72 64 72
B (hr) thr)
EMEFEE/INS A — 4
SRAF U RER A =T S N
LAR7axyy | LR7axHYry | LRTveRtY Y | LRI L
Hh FIRAFV BN B +7 ey FHEH
Comax 10.26(16.4) 10.35(13.6) 9.55(15.3) 10.60(12.9)
(ng/mL)
(tﬁ’f) 7.55(27.8) 11.69(12.5) 7.56(19.2) 12.41(9.5)
AUCo 72 48.22(11.6) 61.05(11.4) 49.30(7.1) 74.59(12.0)
(ug-hr/mL)
CL:
8.85(11.6) 6.78(13.3) 8.16(11.5) 5.16(19.5)
(L/hr)
F*(’O/T;h 85.32(5.5) 82.72(7.4) 80.41(12.2) 76.96(11.1)

REME & C.V.%)

VAFUURER, xR E I n=12

tz o AEARAH DT -]

Feo-72nr : ¢ 5-1% 72 W§fH] & T O RFER P HEMER

2. EYRERA/NT A =4
(VB3

AVIRN— AV METIL

2-aA L R—RMAXA LV NETIL, J A R— R A NETIVE
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(2) TR YRR FEE 7E
Y L7
() HEEREEH
500mg # Hi[al, 60 53] C A FHER O R E EH (Ka)
0.0889+0.0170 (hrt) (G FME CAEUERE, SRR M 8 i)
@HIIVTIUR
VIL1.(2) WEEEKE ] OEASR

(5) TS
VIA(2) VEEES) OHEEBH
6)Z DAt
R L

3. BEM (REaL—>3y) @i
(OEEAE
2-a2 L X— KAV RET L
QAT A — A EHER
RHEF S B REAEAT OFE R, BHERE (CLer) M IEWENRBICHE A KITTIHAREL L T8RSN,

4. |k W
Y Lgn

5 9%

(1) % — A B P9 i@ 14
VI.5.(5) )&% - SE~DOBITHE <BMT—42 (Tv k) > OHEHEZSR

(2)M % —FA R AP E@ 4
<gMmT—4% (Tvhk) >
UC kLR 7 e ¥ % 10mg/kg DHE TR 13 HA KXW 18 HHAD T v MIHEIFFIRNE G L, ik
FORERER 7 VAN ) 7T 7 4 —IC X VIE LTz, BYOFMEER TH L 5 43tk CTRIEF ~O kS
RED AT VT2, RHAMRIZ )T 5 I VAR O BE DR EEELIE 0.21~0.67 LR o7, E7oikh
24 BRIIE, 34 L 729 T Ok © i IR AR LT,

QR)ET~DBTH
MR L
<BEZ HNEAT—2 EOKkE) >
LARZm %Y 500mg/day #% OG54 TG 5 B ORILFO LR 7 axH v o — 7 EET
8.2ug/mL T, W ORRAD M HPRE & RRRE O ~OBITR AT,
<gMmT—42 (Tvhk) >
HER 11 HEOWER T » M UC R L AR 7 a4 2 0% 10mg/kg O &R THRBIFRIRNE G- L2k, 1L
T R R B 1 X e W) O W E RS T D45 2 BERI%1C 1.73ng eq/mL IZEE L 72 S ARFEAOICIEE L, #5- 48
BEID R IR PR AR & 72 o 72, 85 8 BRI 14 £ C ORI A ikch AE T FE 13 M 8% P I RETR S % b[e] - 7=,

4R~ DBITHE
BRI L
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(5)Z Dt DB~ DFITIE
1) K& - HEP~DBITHE
BEIC VAR 7 XY 118 500mg % 60 /7 CAUEEE L7725 G. W GRIREBALE 0.5~4 FF#T% Cxt
MAEFPREELL © 0.45~1.54, n=5) | NEFENEYF (AEBALG 3 WMt CTXRfMmAE PR EELL © 1.78~2.16, n=2) |
AR AR (AUMBRLG 8 BER#E CRPMmAEh A b  1.37~2.31, n=4) . ESWY (HiEELA 3~7 BEf#% T
xMAEPRREE L 0 1.17~2.21, n=7) | MEEPNR IR (GRORBRAE 7~9 Wi t4 Cxf s P b 1.35~2.30,
n=3) ICBITHEEZRLT,

DO 49
R AN B 8 Bl LR 7 r %22 500mg % 60 4y CHRLSEREFHE L, MEE & Mg o EHES &
Bt Uiz, VAR 7 v 4o 0 O MR Hh e B 1R B AR t: 1 R ChemfE & 72 0 . IR - FRERBATIE

R BT,
KA~ DT
K - 88 | n e BeGtamsiy | R TR g e
(hr) (ug/mL)
N 37 8 500mg Hi[A] 1~24 0.39~6.992 0.72~1.03

a : BRI B EHARIR « R IR B D S AR ~ fc i i
*olLRvaxPhl oL LT

QIEAE;, MEME. RS, MRS 18
54 AN R ORI 2 B, B ROWRE 4 b1, TENBROWRE 2 PR OTE (HBEA
DYIERAE 6 P, NENEI DHERE 4
Ftk A PEREIC LA T 2% 500mg & 1B 1IE 60 4y CAGREE L. BRI BRI,
YU, MEREPNIB IR, e OMIUAE P BEHERS 2 B L7,

FEZEMET. RERET. BR2RYERUVERERNBHBENDBIT

; PRI - #HERS P S .
. =¥ 1% IR S Skt ifm H5E Hh g R
(mean=*+SD) g
JIEZZAE- 2 500mg Hi[A] 3 19.2+7.5ug/mL 1.97 [1.78~2.16]
fIELAZ BV 4 500mg Hi[dl 3 12.0+3.1pg/mL | 1.82 [1.37~2.31]
45 WAy 7 500mg Hi[A] 3~7 9.4+2.2uglg 1.46 [1.17~2.21]
HERE P2 iR 3 500mg HilA] 7~9 12.9+6.5uglg 1.95 [1.35~2.30]
*l:oLAR7axPh LT
<$Z . BOKSHE>
BT ARFRB A~ DFB1T 1546
. % . e )
ki - f | n 1 1 ﬁﬁﬁfﬁ PRI - TR | AP
+
10 500mg H[i] 2~6 6'442@%%1“@ g 1.162+0.256
AR 6.994+2.649ug/
5 500mg H[H] 9~3 IY2— 2.DAIUETE 1.166-0.384
(B fiE)

oA zrFHho oL LT

%20 (TAH) ABEREICE T 5 TR - AR I O RS~ e
(R 46 R8O BB AR P E D P
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<BEZ NEAT—2 BEOKSEH >

R A SUTBF I VAR 7 a4 0 500mg & HERR A5 Uiz, RIEMBHK (B 5% 0.56~24
IRfH] Ot A IR EE L © 0.2~1.5) . "B IO (5% 0.5~8 IRefi] Txim AR £ 0.9~1.8) |
S S RREAR (B 5% 0.56~8 Il TxFfE R © 1.1~3.0) | iliv/ e 77— (5% 0.5
~24 R CXEMAE T IREEEL © 4.1~18.9) | Jiliflfk (B¢ 514 2.28~25.43 el Txf PR : 1.06~
9.98) ITBATHEZ R LTZ,

Rk - MRRIRE

" _ % o o
K - i | n e &%ﬁfﬁﬁﬁ IKIE - R | KPR b
FiiskEL 6k 16 500mg Hif @ 2.28~925.43 1.6~18.4pglg 1.06~9.98
(&hH)
QK| 85| 500mg HiE @ 0.5~8 48~ 8.3ugg 0.9~1.8
CE¥IfiE)
4 | 500mg/H 5 AREY 4~24 0'7:££;‘§;mL —
N . . N 4y L
VB S P
35 500mg Hi[E] @ 0.5~8 5.9~10.9ug/mL 1.1~3.0
CEE¥IfiE)
13.8~97.9ug/mL
500mg/H 5 F [ » 4~24 —
B 4 mg/A 5 A CE£1)
W~znzr=2 16.2~46.9ug/mL
500mg HiJE] @ 0.5~24 T AD-IHEIm 4.1~18.9
35 mg I (EH{)
4.33+0.96pg/mL -
(FerEnfiE)
500mg/24hr X 3 [f] 0.5~24 St OuarrL
: (I—%ﬁ)m 0.2~1.5
. - NG > L
FeERIEMEB I | 6
6.79+2.05pg/mL -
(T fiE)
500mg/12hr X 5 [f] 0.5~24 o6 L
270 g 0.5~1.2
CE¥E)
+
11'7(7;3';1)”% 1.3740.34
) e
e R 10 | 750mg/H 3 HIH 0.5~24 e
3.2~11.9uglg 15~4.7
(CE¥IfE)
HITSZ B R 20 500mg/H X 3 [A] 0~24 — 3.09

a : 500mg & % {#

b : 250mg £ % {# H

c @ BHEMEHTIC L v B

lolART7rFH L LT

*2 0 (HEPH) AR < AR R ~ e (R - AR T R B
CEEIME) A BUEERF RIS D IR « LR R BE oD e I~ e v i
(il A BBRAE O f s kL P I BE O S84 fiE
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<gMT—4% (Svbk) >

UCHEFR LR 7 n ¥4 0% 10mgkg DR TT v MIHEFARAE G Uiz & & OS5, MRk R
HEB 2RI U, HEHL, mNZIR, BERE. R OVIMEZ: & & BR 22 < Ok O BRI A ORI E
BE T DG b RIS IRE 2R Uiz, 85 5 0% OMBRTIREIL, KIM, /B, IRER, ~—%—
. RERG. EfEh. BOW. KEMR, R, R OWEE BARLSFOMAE Tl T OWRE AL LRIY | FRZE
i K OV T W RE DS HERR S 7o, &5 48 IR 1132 < OFERk TR IR A ICIK T~ L7
D, RE. IR, R MR, R, RISZAR. R OSKRIBICARIRE O BUREEDSER O BT,

v MM MCEHLARTIOXHY L & 10mgkg DRAE THEFIKRANRES L-FHOBBTRE

pap. LARTZ7add o oY ERE (ugeq/g or mL)

5%y 2 e 48 [
1A% 7.03+0.35 1.18+0.17 0.00£0.00
Mg 6.78+0.24 1.13+0.14 0.000.00
KN 0.44+0.02 0.22+0.02 0.000.00
71N 0.56+0.04 0.21+0.01 0.000.00

TR 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 — i 6.21+0.64 0.760.12 0.000.00
R 9.03+0.78 1.59+0.52 0.000.00
KA 6.84+1.19 3.2940.67 0.04+0.01
ST R 19.60+0.96 3.16+0.51 0.00+0.00
TEY 2N 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
1l 15.04+1.39 1.90+0.21 0.00+0.00
Jifi 10.32+0.27 1.38+0.17 0.00%0.00

JFF i 22.10+0.53 4.13+0.27 0.01+0.00
5 Nk 42.69+1.30 4.96+0.93 0.020.00
B 14.00+£2.32 1.71+0.19 0.00%0.00
I = 9.95+0.15 2.30£0.12 0.02+0.01
PAE N 18.50+2.22 2.18+0.12 0.00%0.00
RERS3 0.83%0.10 0.15+0.01 0.00£0.00
Bt 4.33+1.73 0.95+0.07 0.00+0.00
B 17.08+0.84 3.49+0.55 0.00+0.00
& 4.10+0.11 2.54+0.21 0.060.01
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
i 1.69+0.15 1.91+0.12 0.00%0.00
FEE & 3.78+0.13 1.85+0.19 0.00+0.00
[FIRVA; 6.95+1.10 7.05+4.78 0.01+0.01
B3 7.31+£2.40 27.77+13.62 0.00+0.00
H 9.46+0.98 2.77+0.58 0.000.00
/NG 8.38+2.35 12.84+6.95 0.00+0.01
N 6.85+1.03 3.66+0.99 0.03+0.02

TV 3 Bl > ¥ i AR Ve (R 22




VI SRWBhie B4 5 I H

2) MEK~DFEITHE (in vitro)
In vitro\ZB1T 5 UWCHEHR LR 7aXxH o oo MLER~OBITRIZ 37.0~39.4% ThH -7,

MERADFEBITH
VAT B E U RE (ug/iml) BATR (%)
1 39.4+1.2
10 38.5%3.5
50 37.0+4.7

n=3. mean*+SD
(6)MRTEAEESR
EEERR A LA 7 v %22 500mg & HIRLSTEEE L7256, ex vivo COMBEE AREAGRIT, SRS 1~
12 R f2 I BV TIRAN AL THI 29~83% Th o 72,

A% (%)

s PRAATR ] (hr) 1 3 8 12
500mg Hi[A] 29.1£3.63 31.56+3.91 32.3+£3.81 32.8£5.00
n=8, mean*SD
<sE>
MmIFEEFEEE (in vitro)
LAR7 XY U E (pg/mL) EEER (%)
1 36.2£3.2
10 27.9%+1.5
50 26.3=1.0
n=3, mean=tSD
6. £

(A BERL R U B2 R
1) LARZ70x%4 U n#ERBHRE
HUZ UC R L AR 7 Y o A RN S LTERENS, LR 7 a3 UEBL T L 9 2R

WEVRHShDLEEZEABND,
0

F COOH
—
H3CU
LARZAFH ’\_\
/ COOH

0]
Fji;\)ﬁ/COOGIu COOQH
—
HsC N HsC N
3 N_/ O\)\l 3 N_/ \)\ _______ = \)\CHS
CHs CHs
JIo O EEEE N -7 X441 Fi& i A FILiE

(Glu : FIL70OB8)
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2) FRAPHKHEY
R A B 7 8 Bl LA 7 a4 2 500mg 2 1 H 18] (60 sy AdEEE) 7 BMKERG LZ &L X,
B 5% 24 B £ CTORER P HEER T, RECERNHER G ED 79.26%., BiA F KN 0.94%, N-4 x4
A RIED 0.76% CTH -7,

QKB5S 5B%E (CYPE) OHFiE. F5%
LARZa X U E T, B b CYP 0 FREFFRNLETNVEEZE MFI 7Y -t v Fa—rvay
L. SEMRBEERIEM 2 JE L, ZO/E. LAR7 25920 0% CYP 45 TR R ASEM i SIE I
%92 ICs01E. WT 4L H 100umol/L L Y & -o 7z 47,

CYP 4y 5% AREHEME ICs0 (umol/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 S-(+)-Mephenytoin 4’-hydroxylase activity >100
2D6 (#£)-Bufuralol 1’-hydroxylase activity >100
2El Chlorzoxazone 6-hydroxylase activity >100
3A4 Testosterone 6 3 -hydroxylase activity >100
3A4 Midazolam 1’-hydroxylase activity >100

RFEEANROEERVZTDEE
YL

ARBVOEEOEERVEMLL, FELE
TERERRA B 7 8 BllC L AR 7 m 420 500mg & 1 H 1[8] (60 2y MASH#E) 7 BREIEREG L L&, &5
% 24 B & CORFER P HEIEER T, REER R G ED 79.26%, BiA T /ARD 0.94%, N-AFH A RERN
0.76% Th -7,
LARTZaXdor REOBAF AR, N-A X5 A R, BB OREHERRIC 6 2 PUETETE 2 JE L
FEF WA TFAARITI LA 7 m 4o 0 EEEIC L - TR RV L 1/64 fOBEEEZ R L, N-AF A Nk
1377 AR O—IBICR L CIWIEMEE R Lic, — 0, BURBBRICIIPIEEMIZIZ L A ERD bk -
77

7B
(1) Bt A B DR R
ELLTBMTH D,
EICHRZARO R PRI X 0 RN B KT 5,
()t
BEHERR IS LR 7 | 3422 500mg % 60 43R CHUBLATHHE L7358, AR 0~4 BEIIE TOTH
PRHBEEEIL, 513.38ug/mL, F G- I3 5 5% 72 R £ TORZLEOJRFPEIERIL, 93.9% TH > 7=,
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8. FZURKR—E—IZBET H1ER

CLer 2RERIKAIEHE % ERD Z D, LA 7 X4 o IRME ToibshTnsd B2 6hb, OATI
F O OAT3 DFEHITH 57 ~% > K, MATEL, MATE2-K } (* OCT2 OEEMZ oY A F 2 &0
95 &, CLer ZEAEI 36.8% KT 23.4%IK T L, FRHINIER L7z,

(VI1.(4) 2o AF Py, TARRY RIZKBPHEE| OHESH)
VARZ a x4 U ORMIE WA T = X LIRS TV RV invitrodBR Tl P-HEX v "7 OIE
ThdIENMEENTND ¥, o, Bl FHEMEE AW IALRBRIZEHB VT, MATEL X O MATE2-
KDOUAR7m x4 VG ERD 2 & 0n@sE i Tn s 49,
FHENZ DUV T, in vitro © P-HEX L 37 12%F5 % ICs0 23 1644pM & #ii5 ST 5 50, 500mg % s 5- L
72 & & D Cmax/ICs0 1% 0.1 AJei & FHH SAv, BRR T P-HEX L 30 20 LIS AERNEE 5 U 2 7 13 Rn e
Ez b5, £72, OCT2, MATEL } O MATE2-K IZ%F9 5 ICs01d. Wb LR 7 o430 500mg %
P 5D Cmax £V <. THEH 127uM, 38.2uM KLY 81.7uM & & ST % 49.52),

9. EMFICLDHBRERE
MEENT X% CAPD IX, AN DO LR T a4 VREA~DREBIIDIVWERENH Y 595 Hirtk o
MG EIAEEEZOND,

10HENDEREATHEE
(MBHEREERE
REFICLDHEERDBE/ NS A -4
RHEFEMENE T A —Z 2V, LART7 n 32 0 2R T EE RSN HELOCHET. 7THH
FAR R EE L7258 OFYEHRE ST A —FZ 2 HEE Lz, BRI T BE CmETHRED LRI 5§
#5-7 HH D AUCo24ne [ZEFEREIEHR & (C 500mg 1 H 1 [FISAE s EE L7256 & KE 22T O b v

-7,
(g . FHAEF SR BN REMAT > O HEE LT3 A —Z D
FRE Fi % O o B 22 -
(CLer mL/min) Cmax (ug/mL) AUCo-24ne (pg+hr/mL) #2
50=CLecr 500mg % 1 H 1 [E#5 Crmax=12.26 AUCo24m =111.75
¥IH 500mg % 18], 2 HHLLKE
< max§ . . - ré .
20=CLcr< 50 o50mg & 1 FI= 1 B 6.13< Cmax=8.15 | 55.87<AUCo-24nr=106.36
¥ H 500mg % 18], 3 HHLLKE
< max§ . . - ré .
10=CLcr<20 250mg % 2 F1 - 1 RIS 6.24<C 715 | 53.18<AUCo24nr=76.11

1) {AE 60kg & LA
E2) FEH#E5TiE AUCo-48ne X 1/2



VI g B HIE H

)=tmE
e (65~79 %) R OMEHEIEE NS (20~45 %) [TV R 7 B34 > 500mg % 60 45 THil A
FHE L7256 O AR EEHER K OB RE N T A — 21X, IRD LBV ThoT,

HOQEHIRICE T SE0ERVIESEE O MITEFIREHR

(¢ g/mL)
16
A FEEEBM(=12)
A winE B (n=12)
® ESEELZM(n=12)
. O BEERIE =)
Jii}
b
th
E 8
|3
4
04

0 4 8 12 16 20 24 (hr)
F

BESHERUVEEESHEICSITSLART7OXY LY 500mg
B[R AEA IR OEYERE/NN S A —4

E% n Tmax Cmax AUCO-24hr
(hr) (ug/mL) (ug-hr/mL)
i 24 1.00%0.00 11.19+2.26 75.98+11.51
FEm 24 1.00%0.00 9.95+1.94 56.63+10.89

() vz s8— kA2 MEHT, mean+SD)

11204
MR L



VI Ze5tE (BEH EoEs) B4 AHEA

VIIl. 2% (ERLOZESE) ICEJI HER

ZERNEEZFDER
HEIHTHARWN

DHEH
ROBHEIZF/RE LGNNI &)

i XA

ROy XA 7 a4 o A%t LIRBUEOBEEREO & 5 B [9.1.2 ]
(RIEEZFOEELHERBUN)

2.2 IR SOFIER L CW D AREE D & H M [9.5.1 R ]

2.3 /W% [9.7.1 ]

fRER
(BhRELLE)

21 TEBUE] ORWEROH 2 EIRLOILEFEFHTH D, 2O X 9 e BH TIXRBUENFRT 2 /lerEn S
R ONDTI, KHIDORG XTAT7ax vy (RAIOFDR S THLLART7axHhr ik, 78IKTH
LA T7aHXY L DO—FONFEE S KTH D) IZKDBBUEDEALAHI LB 2%, AFOKRE %
WETDHZ &,

(RIEFEOEELGHERE LN

2.2 [VIL.6.(5)8E8%] DA S

2.3 NIL6.(7)/NR | DA B

3. BhEEXIIHRICEET HFE L T NDEH
REESH TR

4. RERUVAZICEET 538 LT NDER
'VAREZERUVEZICEAET 5:3FE] 22RT52 L,



VI Zzett (A EovEES) ([CBId2EA
5. EERERMIE L TDER

8. EELREANMIEE

8.1 ARANIDOFHERINZIHT- > Tk, MHEEORBLEZ <72, RIS U CEREZMEZGR L, BROIAH E/E
R/ NROI ORE LI D T L,

82 KA LAY avr, THI74T7F L —DRELZMEIZTINTEDLHIENRZNOT, ROBEZ LD Z
L,

8.2.1 HAMNIBEEREICOWCTHORMBZE2ITI 2 L, B, PIAEMEEICL DT LV —BITN TR

52 &, [11.1.1 M)

8.22 BHITEEL T, 4T v a v /7 HIIKHTI2REBLED LN HHEREZ LT 2L, [11.1.1 3]

8.2.3 HEBIIANOHEEM THE T, BELLHOREIIRTI-E, +0RBIEEZITY 2 &, HICRGHIAE
BITEBEREET 2L, [11.1.1 2]

8.3 BilifEESENHLONDZENHHOT, HEIHEOEERS, fEHE LD M OBRIEICEE I 2B
BT LoBFICHRICHATLZ &

8.4 KENREE., KEWMGEEZ SIS ZTZEn8HDH0OT, BEEL F5ITITH & & bic, B, M
IR B EDTERD & b NI HEITITE D ICEMOBREE 2T 5 L5 BFIHEET 22 &, [9.1.5.
11.1.16 & 4]

8.5 BB ENME L R ABAITIE, RBEEE+DI2IT) 2 L,

fi#Et -

8.1 PLEHITHBEDOEBFHTH D, HIEMEMERANOMH LOEEFEDOLEIZOWT] (199341 A 19
ARHERZEEE 5 5) IChEV, BE L7z,

82 HiIHHKICL DV a vy, TFT 747XV —DORELRMFITMTE B HEITR, HIRNE ST 2B0OEE
HIEZ AALRIEREO [HEREGICEETET7 T 7 4 X —{KOH A RT7A > (2004 4ERR) | *

(CHEO R LT,
* i RED (AR L PR SRR AR Z B R MNBOSHARBIIR) « AA L ARREFRHES 2004 5 52(10) :
584-590

8.3 AFNCBWTEMMEZOREANDH LOND ZENHHOT, ABEEESEOMMIRIEICE T 2182
Fodk L7,

8.4 7N AumFx v REUEFEOMEANC X 0 KREMRE & CKREIRAFEEFEBLY X 7 D L7 2R+ 2 s Co¥
TS 56759 K ONfiEAh C DR AT B3 5 JEERIRIE TR 0D A F 2 . RE LT, 72ds. KREIMIRE X
KENRFFBED Y 2 7 [RAIT1E, w7 7 EBRRE b A A« 7 ¢ —VIEBEFEOM, =—F X - ¥ m ZJEfE
B, WS B EBN RS, X—F = v ME, @ILE, 77 7 — AEEREES S & D (TVL6.(1)
BHHE - BERZOHSEE 915 VI8.(NEXLZRMEA L WHER 11.1.16) OHEEEM) |

JH%, RIS LERGE T, BWERARBICH T 2BIENNELEZ 6D, Rl s +5117

Lo

o)
18
o SF

[y



VIL.

etk W EoEESs) (B 5HA

6.

REDNDEREHIHBEHICEHT IR
(MEHHE - BEEZFOHLEE

9.1 AHHE - BMEEZEDHLHESE

(A HE)
911 TANAZFDEBRERENICALOBREEDHHEE
i Loy iy BN Y SR

912 ¥/ OVRRBAEICH LBABECHREEDHDEE (f-12L. RFXEAF 7 0FH 2 v(Ixt LiBBAED
BREROHLHIBEICIIEBRELLGENI L)
(2.1 & ]
9.1.3 EELMER (FEIK., RMELREE) OHLHIEE
QTIERZEZTZ ndb 5,
9.1.4 EEMHENEDESE
JEREFEBEAIEL DD D,
9.1.5 KRENMREXITXBIRBHZEHL CLDHEE. RBRE T XEMRBEHOBEE. REEELCITVRY
EF (RILT77 VERE/OAR - T4—VIEEHSE) ¢8758%F
VBN U CHBREDEM A BT D 2 &, WS OZEFHRICIBNT, 7oA uF ) o RPUR R
BA% \C REWWRIE e O KRENIRAREE DS A ) X 7 BN L T= & OHENRH 5, [8.4, 11.1.16 B ]
Xy TEED
9.1.6 5 -MELFLE, BFRE, R 7O0—EEREE. T M ILOERNBELLLEE

ANy ZEENIIHAET P U AREER TN D

fiZE

9.1.1 ERAOHIREEFARBRICB N T, LR 7 o33 0 O IC L A REORBNME SN TNV 5D,
PESUT ZN O OBERE O & 5 B3 TIIEEOFRBBE NS RL RN H 5 D THEICK ST 5 2
Lo

9.1.2 ¥ / v RPUE I LIBBEUE DOBEEIED & % B3 Tld, AFIO# 512 L 0 SBUER 24 = 4 aT6ertEn &
LZOTHERICHKGTLZE ( M2REZERNREZOER 2.1 OHAZH) |

913 EERLEBEZAETHEETIE QT LEDOFKELY R NEL RDLAEMENRSH L, LART7rXH oo
QT/QTc FIREIZ KT 2 BB DWW TIRFTT 72, BEFERRA A x5 & U 72 58560 O [E N B AR 3R 03 S s X
WD, BB 7 QTe MMROIERITFE D bivien o7 60, £, YYERE X5 & LR M OEN
BRIV TS QT MIFRICEIE T 2 A EFROME TR o7c, Ll s, ZHE TOENSD
TR ARBRICISWNT, LARTZe X oI 2EER QT IEROWMENRH L Z b, EER
DRBERTLHEE CITERICEF T2 L,

914 o7 LFuX ) a L RHEE (VrvaxHr FruxHi s SvoxHo s (ERKRER) )
DRI T, IRAREZEERER 23380 L, ZOMO 7 VA r ¥ 7 o RHEECH REEOME
MEETHAREERS D Z ERMESN TS @), £/, ERAOTREEHRRICBW LR 7 X
P L QBN EE TE e TEEMEPEDOE ) Nl S Cnd, BEMDEEDBFIZITE
HICELT 228 ( VL8(NEXGEIMERSHEER 11.1.15) OHAZZH) |

9.1.5 MWAMZIBWT, 7/vAr ¥ ) 1 L RPURE S 512 X 2 KBRS SO RBINRAZEE O R AL U 2 7 OB s
ENTWNG 5059 (VL. BEELEARKTE L ZODER 84, IVI.8.(N)EXKGEMER L MHAEK 11.1.16)
DEEZM])



VI Z2etE (A EoEES) (I 55HE

Ny TELED

9.1.6 /v ZHH| (500mg/100mL) (%, 100mL T Y 7 A28 900mg & ENTWAH T, 5 - bk
ODARE, BAR, x7e—BJEGER., T M) Y 2AOBRMNMEL 25 BEIXEREICERG T2 L,

Q)BHEEERE

9.2 BEHEEEERSE
WL R E DR GO HALTW S, 7235, MRENT % CAPD (Frfeis kGOSN 1%, AN D
DLRTZaxH U URE~OEEBII DN ERENRH D 5955 BFHHROBIMBEGIIAELEZOND,
[7.1. 16.6.1 &[]

fRER

AFNTE MR OIEAITH VO . BIEREME T LTV A B TIE, BIHRAEREE ORI IS U CARA O I Fh i EE A3

EH U, @O E ST 5, BREEEORLE DL U AELOHEEZ BRI &, BEHEEFHE L, &

W OBSREEERE CIIMEICKGTA 2L ( (VABEZRRUVAZICEEYT 538 0HEASM) , 4E

MREhET T IS &E BEDOBERE (Cler: 7 VL7 F =027 U T 70 A) MEF LEHEOEHFIREE (L

A7axHr 500mg 1 H 1 BAGEEHER) (82 P RERHSEEZ I 2L —va Lzt 24, Cler 28

KBTI Dicoh, LR7oxd o oo ix EE Lz (IVIA0.(1)BH#EEREEE] OEASH) , 2B,

M X% CAPD X, AL D LR 7 X4 U RE~OEBII D20 EORENRH Y | BHTHE OB

HBixR#EeEz o0 ( [VIOBMFICLLIBRER) OHEASR) |

(B)FFHREfEE RS

BE SN TUVLR0

4)ETERex BT HE

FBRE I TV R0

(5)4E 4%

9.5 1EiF

(RIEFOEELHEREBLIUSN)

9.5.1 #ha SUTAEIR LTV D ATREMED & D eI I3 & G- Lisn 2 & B3R (7 v b)) CTHRIESERRHO
BHIZB W TR OFE R K O AR OITE R EEENRD b TW\Wd, [2.2, 9.5.2 5]

(RIEEDEELKE)

9.5.2 I UTIEIR L TV D AIREME D & 5 e MEICIE, IR EOFSEMEZBE L TikET52 L, [9.5.1 B3]

fiZE -

(REZOEEGHERELUN)

9.5.1 B ER CITMEEFAER TR D DN TRV, & M TOMERF O 52T 2 22T L T
W, 185 T s SR L TV D RTEEMED & 2 EICIIAK| O R 528 5 2 &, 7272 L, RIEFDE
BRBREICRY RELEOFEMEZZEL TRET2 2L (IM22ZZREEZTOER 2.2 KONX.2.(5)
HREFRESHRR] OHASZR) |

(REZDEELKE)

9.52 MM TR L TV D ATREMED & 2 &bE) 126 L CIE, 52 E LTWD A, RIESOEE KA
BOWTIE, 1B EOFEMENERELE EE 2 & FRENHET 25604, 572528,



VI 4t (EH EoEES) (2B 25
(6)i% 317
9.6 =i
RILBRNWZEBEELY, B MITTABITT L Z LGS TV D,
fiEER -
Y ER CTHI ~OBITHRO LN TEY (BRAKE) | £, A7edH$ 4k b 6 #illZ 200mg HA# 5
L7ofER, 1 R TR 1.83ug/mL, 3 Befi] Tk 2.01pg/mL NFLHHFICBIT L2 &b, A7afHhyv
L RO EE MR 258 & L7,
(7)y/NR
9.7 INR%E
(RIEEZDEEGHRBLN)
9.74 FH LW &y /NS Z R L U BRRBRIZ I LTy, BiFEER (SR, Bk (13 »
Al | 917 v b) TEHERFESBEDO LN TS, [2.3, 9.7.2 B3]
(RIEEDEELKE)
9.72 A LOFWEMEEZE L THREGETDH2 L, [9.7.1 2]
fiZER -

(REZODEETEBRLS)

9.71 BERTL AR 7 oV U EHIC XV BEHRENEO LN Z L5  EEREO - O L7 (T2,
EZABLEZTOER 23] OHESR) |

(REZDEELER)

9.7.2 [/NRESE 1T LTI, EHERE LTWDHR, RIEFOEEREBIZEBOTII, 18FE LA ML fERR
Y% A D & FIRENEBT 235500, &5T5Z &,

(B)=#E

9.8 EfE

9.8.1 EFEEND LbNLT W EOWENRH D5, [11.1.12 B ]

9.8.2 FHER LK EGMRICHEEL, HEICERGT 2L, AAIL, & LTEBO OS2, &
B CITEHEEDNME T LTV Z ENB N, MW fRENRGT 28T nd 5, [7.1, 16.6.1,
16.6.2 ]

RSt -

9.8.1 ZAuF ) v RPEEEGRHOREED ) A7 KB LT, Eiig CliIEming & b CkiE o
URZPERTHZENRBSh 92 EbiE L ( VL8.(MEXARIER & MBAERK 11.1.12)
DEEZR)

9.8.2 HA AL ## 24 ] [656~T79 i%. CLecr : 94.3+16.8 (mL/min) | M OMEREFER s 24 6 [20~45
%, CLer : 110.7+17.8 (mL/min) ] Z*4c, LR 7 %4> 500mg % 60 43 CHa] sl ifiE L
TG B DY BENEE T A —H ZRET LT,

Z OREF, A RIS (CH S Cmax & AUCo2an & HIC ERBH SN TR Y, MEHICHE S &
BEER T oM R Sz ( [VL10.Q)EEHE | OEEZEM) |
B, BHHEIN T AT IR 2 ENEREROHEROCHED BRIZOW T, [V AZRRUVAZICEE
THEE] KO VIL10.(1)BREEREERE 0HAZROZ L,



VIL.

et (R EovEES) ([CBd2EA

7.

HEER
(MPEREZER L ZTDER
BE STV
Q)ptREFE L ZTDER

10.2 FAEE (BFRICEET S &)

Sl

HRAEAR - HE BT 15

WA - fEBRIN T

7 = VIR R I S e A U BERIEA T 1
A RPETE 2% 88 38
TV T e

BRI T BN DS,

AR IC I 1T 5 GABAA Z&RIK
~OFEGIENEBIND &5 %
LN TW5A,

7= U VSR PUEERE SR
N7y

INT77 U rOEREEBL, 7 m
fe B UBROEE NGRS bR

TNT7 7 U O & B ST
E AN COERIC X0 Ik

FI~v= Rk

T OHRENRH D, ONT 7 U U A% L&z
bRTW5,
QT EEAZE -T2 LR BN TV 5 HH| QT EEZEZIBETNLH 5, QT ZERAEHBSFINAICEEMT 2

BTN HD,

B R RV A (R 0 AR OYESAD
A =7 =
[ N =G P SR VAN -3

fEREED Y 27 BNHRT 2 & D
ERDH D, Th O L DOHEH
X AR LA R RN 2 LR
DHEDHESTDHT L,

BRI TH S,

]

T )EFBRRRIETOEA VEBRIERTOA FEERERE (7177 - 5)
= —% /1 URHUEIEIC L DT, PR R OB RERE TH Dy — 7 X/ BlE (GABA) L&
TR —TO GABA Fr IR G A AETH 2 LICL DB AN TND 64, =2 —F / v U REIEEKAK ST
2035 GABA L7 % — L O AT GABA ISZE 2 M3 2 69, GABA 1FEIM: O IR OIS PLEF S
D & AR R OB 3 K USRS ER S D, 72, ZOFRRIFESILE & GABA JHZ 411X NSAIDs
DODEFIZLVHERIND Z ENMESNTWVD, ZOfMOMF & LT, NMDA (N-methyl-D-aspartate) 5%
EENTHIERST T/ v b7 ¥ —ian T 21EHE H T2 ER S 5,

LiRZux$ o bW ONDT = = VERIEAR XTI 7 1 U4 U GRIEAT v A BHEHREUFEEE OFFHIZ LY |

SR N Z VT R NI ERTHRESN TS 66, /- MHEFEHICZ A0 R T7axH
B OER DA TIZAAWD, 7o VFRR T e A v BRIEAT v A FIEEAERIEOIH T Crei

PEETC LT LRIWERSEDR® 5,

<BFZ . $YWT A>T HEER - TOEF VERIERTOA FEERERELOHA (TVX)

B o . VAR 7 rEH s (1,000mgrke)
R T T RN S B (mg/ke) e
CL TN L

. « 200 9 6 9

— o7 s — v

7 = = )V R v 7 = = ViR 500 10 4 10
A7 7Tz 500 0 0 0

Fraxt 300 9 2 9

, . 300 0 0 0

e ez 500 9 0 4

7o A RS VA=A 300 5 5 5
R, 300 0 0 0

AxYTRT 500 0 0 1

n¥%Y7u7x> Na 500 0 0 1

U A=A 300 0 0 0

ity AT = F LFE 500 0 0 0

CL : MIfUMscis TN : SR MR L : 24 BRI OBEE % : BoE ik

K ORFIIEA L7Z 10 JED~ 7 AR THRE LA R~T,




VIL.

et (R EovEES) ([CBd2EA

I oREREZE (D77 Y)
LAR7aXx o tUA T U ofEHICEY,. UALT 7 Y COEAN RIS, e oy UM oEE
MWD LT & DRENH D 67,

QTERZE T ENMON TN HEH
ZHIMPENREIERRA TH 57 7~=Fo HHEEM]  (BFAER) & &/ n o REEE €% 70y
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ST SR 1 (0.3) 1 (0.4) 2 (0.3)
Jv R — 1 (0.4) 1 (0.2)
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EREE. MIZR R UHtRiES 4 (1.2) — 4 (0.7)
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UHAMEER 1 (0.3) — 1 (0.2)
R 1 (0.3) - 1 (0.2)
RERUVETHEBES 4 (1.2) 5 (2.0) 9 (1.5)
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VIL.

et (R EovEES) ([CBd2EA

- - BB (%)
AiFROER ERRODERES | ARLOMEENS &%
BRRRE 73 (21.3) 29 (11.9) 102 (17.4)
TI=T ) IR T =T — BN 35 (10.2) 15 (6.1) 50 (8.5)
TARGE BT ) b T AT 2T —EHM 29 (8.5) 12 (4.9) 41 (7.0)
y-INNEINRT AT =5 —EEN 17 (5.0) 8 (3.3) 25 (4.3)
I EREE N 15 (4.4) 1 (0.4) 16 (2.7)
M7 AR RRAT 7 & —B 8N 10 (2.9) 4 (1.6) 14 (2.4)
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mERTY VR EE 10 (0.88) TG ALBE 6 (0.53)
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provm 2 (0.18) M7 V7 F = B0 2 (0.18)
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M- 1 (0.09) IFHSHERR A B 2 (0.18)
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IX. JEERPRERERICREd 18 H

1. ZEEAER

(1) RN R ER
VI.EMHEEICEI SIER] DHESH

QR EMEEHER
FHARER (w7 R) | BWEE (T v b)) KOWRE - DIESR [T LA N —&BR (D=2 A4 ¥L) | LHTE
BEN (BELEw b, Invitro) . hERG & (CHO-K1 i, invitro) ] \[CKRIFTTHEL RS LR,
(R & 72 DERITERD B n o7z,

(3)F Dith > ZEIREAER
ZMERZR L

2. HMEHARH
¥ OEIRNEEOSAE, ARV ATZ Xty (kM) L LTRLE,
(MWEREE 5 SRR
FIRM X 5850 LDso fiE
Fil ~ A 7 bk B — 7 VR =AY
P i3 if3 3 if3 il il
LDso (mg/kg) 261 315 413 385 195% >195*

* o MRS D EE B
QREHRSHMHER
1) 4:8FEE‘RE (Sy b, A=V 4H))
Ty PR =7 A P 4 BEBBAEFIRNIE G- L, —BIER, ik, R, ifee7e a2~/ 7 v hc
19.5, 58.5, 176mg/kg/ B &5 L7=3%4 . 58.5mglkg/ H LI ECIRICE O & KEREHEIC BT 5B U iE
JRAEDOEER, 176mg/ kg/ A TR~ SER (BZEENMK T, IR R, #6E, MmfE, ROEIMm) OB, EEE
BROMREORD . IR pH O TIN5 RATHESEME 2 E OB b,
F 72, BOYLIE L EEEEMM 58.5mg/kg/ A L ETH LN, VAR TZ a3 v o OBEEEICERT 5
tEZoh, (EFEME & - HERE S 12 19.5mg/kg/H)
=7 A PN 9.76, 24.4, 61.5mg/kg/H#hH L7256, 24.4mg/kg/ H LA ECRER (BEFR, {8 S ITAKER
) FEEL K O K EOBERD A 5., 61.5melkeg/ B TIEE S IR O EORD RN T,
LorL, MO FT R TOMATE BIZZEITRD iz, (M7 &« HEREE $12 9.76mg/kg/ H)
2) 13 BRE’RE (Tv k)
7 v M 13 B EFRIRNER G- L, — ek, iR, R, Bgsie &2 a0 ~7z,
7 v MZ 9.76, 29.3, 87.8mg/kg/ A5 LA, 87.8mg/kg/ H Tl MM KEEE IR 2 BB IE
RAEDOBREREMPBEERINT, VA7 U OsEERICL S LB 2 BB EEO MM
9.76mg/kg/ HLL TR LTz, (e MERE & $12 29.3mg/kg/H)
QRrEEHMHR
M ERR L
(4) DA RS ER
MR L




IX. FEERARPABRICEE 5 HH

(5)ETEHE SRR
1) WEIRETR CIERMERS (S k)
9.76, 29.3, 97.6mg/kg/H Z 17 » MIIXAHLAT 9 WM, MEZ » MOIIAHECRT 2 BN SEHR 7 BE T
RABF RN G- Uiz & & | MEREBLBNM O RHBERE . IR~ DREIIRRD b 572, 97.6mglkg/ H O
HER BB G CTh D2 R OIEIR L CIRKEEN A BiL, & BICHECIIARE L OB RO A B,
(MEF R - BlEM O — i3 T 29.3mg/kg/ B . BlEM) O EFE & R D FEME T 97.6 mg/kg/ H)
2) MRBBRBHBES (Sv k. 9HF%)
<HEHEZ Y >
9.76. 39.0. 156mg/kg/H Z4EHz 7 H A5 11 HRAE#IRNFE G- L7z & &, 156mg/kg/ H CTRIEMDZ D
JER. BBIROBALEBEL AR CTH—T 7 4=V KT A SO H ER Y BIEOBDRH BN, LH
L. WTFNOMAEIZEBWT b IEFEEITRD bhieroTz,
(gt & - FEW O —iEE, BREOHAERO#EMET 39.0mg/kg/H ., FEMY)O/E5IT 156mg/kg/ H)
<HEHEDHE>
6.10, 12.2, KO 24.4mg/kg/ H #1414z 6 HvH 13 HEFIRNEE G L= & % 24.4mg/kg/ H TG
(LT D HIORENR, i &5 ik, BB OREINE K OEHEOMD NA i, Lo, Wi
NOHEIZEBNTHAIROMERE, IRILDOALE, BE. ROVERIZEEITGRO b LT RATBIE RO b/
NoTz,
(MEFrE R - REW O —ix3ME T 12.2mg/kg/ B, REM) O 58 & O DM T 24.4 mg/kg/ H)
3) AEHARUVERIABETE (Sv h)
9.76. 29.3. 97.6mg/kg/ H Z iz 17 H 2> 6450 21 B £ CREFIRN&K S L2 & &, 97.6mg/kg/ H T
AL Th 2 R OEIRK CBEER OB 03 H B, HAERTAH—70 74—/ RT X DI ED 0 [
DR BRH BT, LML, WThOHEICE W T HIIROMER, /i & OVESRMEREIC L ZIIRED b
Mmooz,
(MR . RE O —REE R AR OB T 29.3mg/kg/ B, REEI) O A5 T 97.6mg/kg/ H)
(6) B P il B i EL B
BIRAN, BRI, S OV 8 PR LR 32 G- R PR (7 5=%)
0.5% L AR 7 v 4 U EH Al Z U o BEIIRN, BN, R OEFEIREFICHRR G L2 L 25, Bk
WS 5 HRBICEREDOEBIINC X DEEMERTRD SR, FRNE G & OFRIRE BH % 5 SR
EHIE ST,
<BZE . b FTO In vitro ;M HEEKER >
Frfe MR E LART7 v XY UFERAIZ 110 TRA L. 37°C30 ZrHIfREE OB ML OFREE 25/ ~72, K[
THRITE STV D 0.5%EHRA (LEVAQUIN®) [, %% 5%dextrose (glucose) & L723GA. 95V AL
PEZ R LT225, 2.5% A (B8 VST HK) % 0.5% & 725 K 5 A BRI TAHAIR L 72356 L ORI Tl
FINTND 0.5%(EHHA] (TAVANICPIV, VAEEIZAB AR : ENTTE STV EIIER LAk
50 TV T B IEMEZ RS o T,



IX. FEERARPABRICEE 5 HH

(7)Z D DYFHEM
1) BIcxd 552
10 A HIREFIRN & G- 2l (7 3%)
9.76 K& O\ 48.8mg/kg/ H Z 1M NZW 2 7 ¥ X2 10 HEFIRNE G L2 2 A, WTHOHETHHE
#HHEFRO SN2 o Tz, (M55 - 48.8mg/kg/H)
2) EBRUVEERBICRTIEE
D2 B R EEF#RRN %S SRR

<#$HEZY >

9.76. 39.0. &\ 156mg/kg/H % 4 HHT ~ Mo 2 BWREKEGIRNES L-RBRIcs\W T, mHED
156mg/kg/ H 2B W T b B mtE X O F Eligas st 2 R S 2o T2, (M7 &  156mg/kg/H)
<HEAX>

2.0, 3.9, 14.6, KU 58.5mglkg/ H # MM E E— 27 VK (4~5 » Hlim) 1< 2 HWEKEFIRNES L7
FRERIZ B W C MR AR CIE 2.0mg/kg/ H DA E TR ORI S _ERIR) O REAEIEAS, 3.9mg/kg/
HULECRMRERARRD bivle, L, FROMKRELE & $3E & o B X Tlde o7z,

(4 MEE  2.0mg/kg/H)

<A X >
9.76 K& " 29.3mglkg/ A Z HEMERR A X (18 » Aln) (2 2 BRIKEFHIRNE G L2 BRizsvw T, LR
7 u Yy IR O EiEss R S o T, (MEFEMER 0 29.3mg/kg/H)

<BE AXRUVFy FEAV-ESIICHT 288 EOKEY) >

(4 %)

YA X (4 5 Al) . BORSEA X (13 » Al (27 BREROERS CBSEEERG LR, £
ALZAL 10, 40mg/kg LA O H & CRIEIHKE O AL NS A DTEZRTRBD HivTe,

(Zv M)

AT > b (3~41liw) 127 B DS BB ARG L2, 100mg/kg £ COH&E TITHE
WL BN - 7208, 300mg/kg Pl EDHET EEEE L O T KRS EOBEERE . W
IREIZIIARAE TR, AR 709 13 BAETHRE T g oD 22 T i 03 788D B LTz,

) LAR7Zaxd oKk e LToMfE

Q4 B REHIRN S ER S SRR (REAC )

2.9, 9.76, & (N29.3mg/kg/H &M e — 7 K (7~8 » Aln) 12 4 M AEFAIRN A£G U728
IZBWTC, 9.76mglkg/ H UL LT PURBKBEHET O BIFTHRE O WA K & OB A B, AR
(X BAETECE O BAREVE R OB, £7o. IO LD b7, 29.3mg/kg/H T, S HITHTHE
w ROV & EORETE b A DAL, (MmEFE k&« WERE S $12 2.9mg/kg/H)

3) <BE>RAEM
HEFRAZRS LSRR (YOR)
50 K& O* 100mg/kg/ H ZWEPEA~T L 2= 0 AT HRBIFHIRA G-t . RBEREDEZ 4 BeIRE L 55RO 0
FARFEOREIC L0 BT RE LR R, LR T ey o v 0BT R E Th o 72,



X. EHAEEHICEIT D IHA

X. EEMEHICET 1R

1. BEIRXRH
e A
BT

W
L

2. IR

AR : 34 (&

3. BENRETOIE
FEIRRAF

4. BMFEWVEDIE

TE MR R SR 2 K

<)

HEE—IEMEOLGTEIZLVENT L L

20. B EDFEE
Ny JEED
20.1 BN

NA T ILELED

20.3 MEDOMEERFEFT D720

WVEEZRFFT 2720, R Z A TV DM ARFE THRE L &y
20.2 AMEPEE L TV D & EPHARBIRE L T2 &AL &,

v A T IOVOSNEITEE R £ THE LRV Ly

5. BEMITEM
BEMERLTA R HY
K<FVoDOLEBY : HY
Z OO BE T ER

5 - FRE

[XM2.ZDMOBEHEER | DHEESR

[Al—pk3E © 7 7 €y ReRURERE/ N> 7 500mg/100mL, 7 7 B v h®
250mg, 7 7 & w h®E 500mg, 7 7 £y ORI 10% (35— =Hkklatt)

7?1:“‘) }\®Jl
T I = S B2 )
HEA%)

7. ERRAEEAR
1993410 H 1 A (AA)

R 0.5%.

75y MR 1.5% (B KA
i 7o rvaxdsr, AX7aXxH o U AR, A7 7axY o o Eg

UEE 500mg/20mL, 7 T By heEE

8. AlERFARIBEABRUARZBES., EMELENSEEAR. REFKBEAH
Wi BT AR A ERES Wﬁﬁiﬁ WA B AR A 1
LART B R RS Y 7 201842 H 15 H | 23000AMX00199000 | 2018 4£ 6 H 15 H 201846 A 15 H

500mg/100mL DSEP]

LART v mii T
500mg/20mL DSEP]

20182 H 15 H

23000AMX00198000

2018 6 H 15 H

201846 A 26 H




X. EHAEEHICEIT D IHA

0. MRENIIHREM,. RERUVAELEENFOFAERUVENARE

B LR

10.BEEHRR. FEBRRLAREABRRVUZORNR

A% LR

11.BEEHM
L7

12. i RYFEHIRICET 51EH

L7

13.&%a—F

. JEA G788 A R ERERES = — R - . Lt 7 hERALE

Hr5e44 IR o — (YJ =— ) HOT (13 #71) %= R F AT K
LaR7uxt
SEBEN Y T 6241402G1032 6241402G1032 1262216010101 622622101
500mg/100mL DSEP]
LR 7axH
S ERE 6241402A1030 6241402A1030 1262209010101 622622001
500mg/20mL DSEP]

GS1 =— K
oz (2 S - : - Ey————— : — -
PR EEE a— R HRoeE RN 2 — R JeflEdEa— R

LART7axH
R EHE N Y 7 (100mL) 10 48 4987081786664 14987081187956 24987081187953
500mg/100mL DSEP]
LR 7axt
S R (20mL) 1 /31 7L 4987081786640 14987081187901 24987081187908

500mg/20mL DSEP|

14 REHBAFLDFEE

ARENIZRHRIN EOBFEIRLTH D,
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Xl. Z2EEh

Xll. &&H

1. EH5ETORFTIRR
MEE R L

2. MWAZE T BEEHREIE A
SRR L



XIII.

i *

XII.

k&

1. A% - REXEICE L CEREKHMZITSIZHE->THDSEER
(1)1

L

(2)fik - BBAMRUVRBRERSF1—J0RBN

B LR

2. FOMOEES ¥
<LR7O0FYL U miEEET/\v 5 500mg/100mL TDSEP] ME&ZEEER>
SER A&

AR 2 WA SCE > TR L, LA 7 a3 v i EiE/ N~ 7 500mg/100mL [DSEP) &% & 1 %}
1 OEIGTERA L, BEAE%E, 1. 3. 24 FHE#IZRBIT 20ML L pH Zii~7-, 72, 28 L LT, HRBIEHA)
DOHA|TOHNEL L pH OFEFRLFLHE L7-, SMUITELS L7 3EH 2 M OREBRE I AL, BEOERE AW T,
WIRCEIEE L7, MBI L (QRESUIIEE) 238D b h o AN DWW TIL, Bld 24 FEEZICEB T 2 L
A7 8 X OEFRERE L,

=R

VAR 7 a4 0 fili# it N v 7 500mg/100mL [DSEP) & LA E W ESF Gt A S )
198 FFUZ DWW TRBR L7/ R 2 TRIR L7z, VA7 e X3 0 filili##iE Ny 7 500mg/100mL DSEP|
EDRAIT L 5T, 24 FERILANICAMEZE(L (GRIE SUTILE) 23558 S - = 54T 16 FoE, pH 25t (Bld
E% D pH 225 1.0 LA EDZAL) 23588 HAVIZIER AL 3 R CTh - 7228, 24 ReILINIZAMBIZ L (TRE X
TR 23580 BV WTERANT, WL b ERFERICEGITR O bz o7z, 7o, SIS pH 2173
P BV RS A & F OFE SRR, BEMEITERO b o T,

RPDIES

* o EAZA GMELUL pH 2(b) BRD LN — Akl a) A LSV E AEET

b): pH Z{tH D o : & EABRILORENAIR 2 R IRB AL Uniz), A LT, ZORDRIISET—5 L35,
W EHAK S ABAEIK G: 5% 7 RUREEIK 20%G : 20% 7 K o R K

EerEE
#1:20104-2 H #2: 201243 A #3:2016 2 H (FEHIN TV HEAEANL FEHRBREHRLREFOLDOTH D, )

fic & Al HAA by ) 24hr pH i
S - PRTT Ik P p p o | BFEAF B4 1hr | Shr |24hr
N SH p S Pis ) pH | El&H% 1hr # 3hr % 24hr #% w0 sl # | % | RE)
; , , e | RBEEVEY] | Y]
M2 3 K v
R 05g%| 0.5g+20mLw) [POREHEN o o | BREEEE e e ol | — 02|04 |04|o7|m
DIEIR DR 2 N )
Pum— LB | R
Vs o R WO s s PRI P
RS — /LS 0.5g%|  0.5g+20mL(W) 03?&{1 10.7 ﬁm%&ﬁw OWERE A - DKL A 9.69.7(97]|9.7|#1
fa ik @ B @
WEMRGRA. | <, rar 10mg/2mL | FE(aiEd] VR B Y - - B
popgea | VS AR 10m otk |32 owk 100.0 | 35| 3.4 |33 |3.4|#
S P BEE VS e Y
7577 AP o oomL() TR0 o o | RGN — — — 99.8 |4.8]|4.8]4.8|48]|#1
— (50mg/mL) S DHRIE
. 5mg/ImL B (4 Y5 ] e (] B B B
¥ Lk — A ¥E 5mg e e otk | 39| ok 99.0 [3.8]39(38](39]|#1




XI. fF &
ficl &7l B N 24hr pH i
S A . iy P . » » #%I%TF (R4 | 1hr | Shr 24hrE
HN SR A4 Sl pH [(RRENIERLS lhr # 3hr % 24hr % =% |Ewl % | % | % RF
. NP FLFEERL) R
BFVH | 7R =S TEIRR %%Iﬁ%’;% 0%;& 4.4 (ﬁz%ﬁﬂ - - - 100.6 474747 |1
oo 200mg/10mL pSERG L O NEREL)] - - _
A /7321 200mg R ) otk | 41| ok 986 |4.6|4.6|46|4.4]|#
600mg/200mL | EfAVEN] T B B B
71 %7K Hi ¥ 600mg (R ) ok | 37| otk 99.9 |4.7|47|46|42]|#
71 2R Low i 200mg/200mL | ME¢A e YT A - - -~
- 200mg R otk | 28| owk 100.8 [ 4.8 4.7) 47| 4.4 #1
£, Y5 ) 7 G
a7 v 7 bmg %ﬁf%% O%?E 4.1 (ﬁf%ﬁﬂ — — — 101.5 | 4.4 |43 [43|43]|#
UEF ) U 0.4mg/2mL | MEiEH Yo B B B
0.4mg (R 3) ok | %0 omik 1011 4.9 /4849149 #1
NN 0.25mg/1mL JHE-£4 755 1 e AP - _ _
U= 0.25mg Gl ) oitk | 70| ok 101.2 | 5.0|5.0|5.0|5.0 | #1
R b Ly 7 AV 4 0, 5 PR B B B
i 100me 100mg+100mL(S) oietk | 4| ok 100.3 | 4.8 4.7 [ 4.8 | 4.6 #1
XAT7 4 U TE -4, 785 E v - - _
250mg 250mg/100mL(S) otk | 89 ok 99.8 |7.0|7.1|70|70]|#
. . 100mg/2mL e 755 1 Y AP - - -
7 rh e 150 +80mL(G) ok | 40 otk 99.7 |4.8]|4.8|48|4.8]|#
. . 1.73g/200mL £ PRI ]
1 =¥ 9 . . . — — — . . . . .
AU S 1% (R ) ok | 85| ok 995 | 5353|5353 #
e P | s oo 100mg/5mL I ¢4 Y2 1] YIR VD] - -~ B
RENRFH (FEAE S n b1 2% G ) oietk | 4| ok 99.8 |5.5|5.5|5.5 55| #1
) e (o R AT
Yo U R ATESHTE 50 E(’%ﬁ;i%% fﬁ%ﬁ 5.9 ﬁéf‘i%gﬂ - - - 1005 | 4.9 |4.8|4.8| 4.8 #1
- FR G| TN B B B
A XU F—/WEFHKR | 125mg/20mL(S) il 5.8 il 100.8 | 4.8 |4.8|4.8|4.8| #1
., ; o W e
o = ; )
ULS 7 by 200mg# | 200mg/20mLwW) |TOLCHER| o o | vy 0| FEOEE - DR L 7981|8180/ #1
D )
HEZZS L AL e
ok @
FIIRFA T P A
e 100mg/10mL | (R PR A | R AR | Ok e A _
<y 7 Z{E 100mg * R ) oietk | 20 | oietk | ok | GErSS 6.3]6.3|64|71|#1
DU
. LU ERHE Wk B P Y] B B B
£ F A 10mg 10mg/50mL(S) il 4.3 Dl 101.5 | 4.7 |4.8|4.7|4.8| #1
= N e LA | 100mg/200mL | MEETED] e B B B
100mg /3 27 GRAZE) owts | 48| omik 1012 147146]46)46)#
K ae . B 10mg/2mL W A _ _ _
MAEPERRR] |~ T K R ) itk 2.9 il 101.2 | 3.0|3.1(3.0[3.0]|#1
Ay Mt 0.3 Rk o] B B B
9250 250mg+5mL(S) Dl 4.8 il 101.6 | 4.8|4.9|4.8|4.9| #1
N /;\\ N " 4}]\{: N H ::)( :7_Y(H
Zofge | TTIRSEHA 0 ck00mL@) | ﬁfﬂ 8.0 {*ﬁ%j:ﬂ - - - 100.5 | 5.3 53|53 5.4 #1
AT 40mg o f;q e =T
o Zxmy /) HIE 0,35 Wkt B B B
P L0mg/2mL 10mg/200mLA(S) otk | 88| ok 100.2 | 4.8 4.8 [4.8|4.9]|#1
B R 75 LR 400mg/20mL | MG e AP _ -~ _
TR A T A 400mg R ) il 3.8 Dl 99.8 |4.4|44|45|44|#1
. LA B 4mg/2mL EEED Y Y] _ _ _
Y| Y LR R R ) ok | 27| otk 1006 | 2.9]29]29]|29|#1
, . , e B
A £ VIS 7 JEH) e A V)
H 477k 20% | 20mgr20mL() | I 40,0 | ORI IR | i 58|58|59 58| #
A
(4 VB S AT
H AL —EHHE 20mg|  20mg+20mL(S) @%7; 6.0 (ﬁigiﬂ - - - 989 |5.3|5.3|53]|5.3]|#1
Wikt | o x v BRI ] W ] B B B
B P 100mg 100mg/40m1(S) Dl 7.0 il 100.0 | 55| 5.6 |5.6|5.6 | #1
B H A MESHE I 2,785 B P OB B B B
200me 200mg+20mL(S) ok | 28| otk 995 | 5553|5453 #
- ; . . R . IR (485 B
50 7 v R Tt 7B RO | IKEHEO _ e b
30mg:* 30me+20mL®) | “orpe | 104) ko | ko i 6464163163 #
TOmD | TV T UEsE | 10mg2mL | HEEAED] Yo B B B B
35 10mg @Erm | owk | 22| ok 1002 187)36)36|38) #1
Vb e a—F Z7EEM|]  1000mg/8mL | @B YA - -~ -~ "
1000mg (RATS) otk | " | otk il Il Il I N s
YU+ AR e 4 0,5 R B B B R
1000mg 1000mg+16mL(W) otk | 78| ok 95.00 | 7.2|7.1|72|72]#
SR L e B 8mg/2mL A R ] _ _ _
RIBALVEVH| 7 Ko o g R ) oietk | 78| ok 100.1 | 6.8|6.7|6.7]|6.7| #1
JNT RYF U A EEEY W EE _ _ _
Img 1mg/250mL(S) Dtk 5.4 il 101.4 | 4.8|4.8|4.8|48|#1
KEEEANA Rra—ky| 500mg/10mL | M 7EE (RN _ _ _
YEBK 500mg GRFR) oigts | 30| owik 100.3 ] 7.3 7.3 | 73| 7.8 | #1




XI. i  *&
ficl &7l I HAA sl /(24hr - pH i
A A4, s w | pH | BATE | e | sk | 2 | e o) | She by
7“"'?”;0;;]::‘/ 50mg+5mL(W) ﬁff%ﬁﬂ 6.9 %f%i‘% - - - 101.99 646364 #1
BB RV E A RAI v 1mg/4mL(S) ﬁ@ﬁ(gf 3.3 w‘siﬁ%ﬁ% - - - 100.2 | 4.1|4.1|4.0|4.0]| #1
) /?D(;O/S 100me 1%%%?;} ﬁi‘{(ﬁgﬁﬂ 8.0 i’“&fgﬁm - - - 100.6 | 6.8 |6.8|6.7|6.7| #1
ZOM0 - o - e
A% Gt ) _ _ '
ey | 7UT IV FI00 1((’%%52%1“ ﬁf{.ﬁf 3.2 Y%fgﬁuﬂ - - - 100.6 |3.9|4.0|3.9|3.9]| #1
BuAl A &Tgo/m g’&%ﬁ %%I%fgg; Mfﬁgzﬂ 3.2 i&%gﬁﬁﬂ - - - 100.0 | 3.7|3.7|3.6|3.7| #1
kel 75?);?%& ?%%ﬁ%%% ﬂ;?ﬁgiﬂ 6.4 7&%?{%&% - - - 999 |6.2]62|62|62|#m
/\“‘/%2;)/;?%& 2%%%%}%‘)14 ﬁ;%f&zﬂ 5.6 %fgﬁw - - - 100.6 | 5.3 |5.1 52|52 #1
SR YU 10% Zgé;%gfg} ﬁf‘gﬁ 4.9 Y%fgﬁuﬂ - - - 99.4 4.9 |48 |48|48|#1
ggg;ﬁ; £ R %4 — /L 30mg ?%ﬁ%%% w%%ﬁ% 6.4 7&%?{%&% - - - 99.3 |6.4|64|63]|6.3|#
75‘:;;?‘%‘% %%rg/ﬁ%% *gfgﬁw 58 *ﬁf%ﬁ% - - - 99.7 |53 (5353|538 |#
T 1“‘0(\)/0;&%& 12%%@%1;% ﬁfﬁ;ﬂ 47 fm/‘%}gf - - - 99.7 4.8 |47 |47 |48 |8
" ?:;&f‘g’?{%@ ?%)gfgg‘ jiﬁgzﬂ 7.8 i?«g;ﬂ - - - 99.3 5.0 |50 (49|51 #1
E;;ﬁ »,«4\\/1325%7;1)% }%%ff%‘ ﬁ@%}ﬁf 7.5 %ﬁgﬁ - - - 99.3 |5.2|53 52|52 #1
Efi/u;tﬁ/A/ﬁg A7 iﬁé';’v?v (f:ﬁjﬁg(;og%% %ig%’z% 43 Yﬁfgﬁuﬂ — — — 99.7 |4.3|43|43|43|#2
RAMERC)| € o A e | fireaomion) (PRGN | BORGHT) - — | 1004 | 47|47 |47 | 47| 8
B LH ﬁ”z;y;)’;%%& %%gfgf m@@«ﬁ;ﬂ 7.0 w%gﬁaﬂ — - - 1003 |52 ]5.3(5.3 53| #1
I 7”?;5;”* 10mEq/250mL(W) ﬁgﬁﬁf 7.2 %fgﬁ% - - - 99.8 |55|54|54]|54]|#
HRI TLAYI v (k,%f§914182?%i&) gﬁiﬁ% 5.1 Yﬁéj’fiﬁ% - - - 995 |5.1|5.1|5.1|50]|#3
KREHER 5% Z%Hfjﬁﬁ%g; m@%ﬁ;ﬂ 4.8 &%%ﬁ% - - - 100.9 | 4.8|4.8|4.8|4.8|#1
i XU v MES% i?ﬁg?;% W@ﬁ(gf 5.7 fi%ﬁaﬂ - - - 1010 | 48|48 |47 48| #
~ b kAU 10% EE;J?J;Z%;% ﬁgﬁg;ﬂ 4.6 “fgﬁ% - - - 99.6 |4.8|4.7 47|48 #1
<=y bl S R ﬁgggi?%TL %%ﬁ;ﬂ 5.5 Yﬁéj’fiﬁ% - - - 100.1 | 4.8 47| 47|48 ]| #
TN i %Z%gig;m ﬂ@%ﬁ;ﬂ 5.4 ?‘%fgﬁ% - - - 99.4 |52|52|51]|52]|#
T T R %Eﬁ:;jg%mL W@ﬁ(gf 6.9 &f%ﬁaﬂ - - - 99.1 |62|62|61]61]|#1
7= 2 i ﬁgﬂﬁ%?%m ﬁl‘f}%ﬁf 7.3 %fgﬁ% - - - 99.4 | 6.7]66|66]66]|#
77U — i ﬁﬁﬁfggmL ﬂiiﬁf 6.8 Yﬁéfiﬁ% - - - 99.7 |61]61]61]61]|#
A %Z%gig;m ﬂ@%ﬁ;ﬂ 6.1 ?‘%fgﬁ% - - - 98.9 |5.7|56|56]57]|#
TRBEA v %%gﬁgm m@%ﬁf 7.1 %ﬁ%}ﬁaﬂ - - - 99.4 | 6.5|65]|64]|65]|#1
TR 1 B %h%?é//i\(;g?mL ﬁgﬁf 5.1 %}%ﬁ%ﬂ - - - 995 | 5151|5151 #3
LR A 2 B %E%Z%%(;g?mL %}%ﬁ;ﬂ 5.3 E;%%ﬁﬂ - - - 987 5252|5252 #3
ESRE 113 %fﬁg;?%m ﬂ;?{giﬂ 7.0 ﬁéf‘i«%ﬁjaﬂ - - — 998 |6.4]6.4|6.3|6.3]|#
FAT Im— %ﬁ%g?;‘;m ﬁb%ﬁ? 7.2 ?%%gim - - - 992 |6.3]6.3|6.3|64|#




XIII. i =
RO
— o A e
E P S s i iy e %
| oH | RAHE | Theis | shrik | 2ahrig | oot || The)Shri2dhe o
ey e | L | WG | R o) (| e | | @ |
AT P Rl - - -
p—— %5257\/500mL Dl /ﬁﬁggaﬂ 99.8 |6.1[6.1|6.1(6.2]#1
mwrw | ok | 0] o - - -
S—— e — ﬁéﬁﬁ{zﬁﬂ 100.9 | 45|45 |45 |45 | #1
s (REAI) ok | % | owik - - - 1015 [ 5.05
9 ‘ — e : . . .0]5.0](5.
| 7Y 7 2 ﬁﬁii(géi(;g?mL ﬁ@ég;ﬂ 5q | HEED 5.0 | #2
[l i ’ D n - -
S I T ﬁgﬁﬁﬂ 1013 |52 |5.2|52]|5.2|#2
QAT otk | 55| ot - - - |
T | Wi OB 0.1 |54 |54|54]|54|#2
(GLE)) ok | 1| om - -
o -
e e %ﬁgg% 100.0 | 5.9|5.8|5.8|5.9 | #1
@rw | owr || omr | - -
o -
e TR i&%g@w 101.0 | 65|65 | 64|65 #1
(A oits | 59| ol |~ - -
e I 5 T T ok 98.3 |55 |55|54|5.4|#2
GRAH) oitk | >0 | ows - -
~ = o, Ry ) B
4’/}\7%?:/\%‘(& R st Eé{éﬁ% 100.1 | 5.5|5.5|5.56|5.5| #2
20% @wrw | Uik | 77| Ui | - - | 101
L | E 1 1(5.0|50[50]|50]#
@nrw | owk |0 om - -
s -
S I e i&%g@w 99.9 |4.6|4.6|45|46|#2
@rs | ops |5 oww | - -
b R ok 100.3 | 4.5 | 4.5 | 4.5 | 4.6 | #2
GEAHE) ok | °>7 | o - -
comn — ( DifEk Ot - 100.2 | 5.5 | 5.5
s | F S i | SRRt | TEET | sa | SR A P e
ENE? i’ ) D B - -
— 4}(55267\/250mL D Y%Egguﬂ 99.8 |5.4 (5.4 |5.4|54]|#2
wrm | owk | 4P| o - - -
e WA ?&%ggﬁ 100.1 | 4.5 | 4.5 | 4.5 | 4.5 | #2
(AR E) Y - - - 99.9
oo i ok 9 | 44|44]|44]|44]|#
(PR %) o | Y| omk - - - 98.7
by 4 ooy g TA1000mL | Y] A BN S e e B
(R &) ot | *0 | ot - - -
e | Wann %Egg% 99.2 |5.0|5.0|50|50|#2
L) vt | o1 | o - - -
e [ wai ol 100.1 | 5.1 (5.1 (5.1 (5.1 #2
s ot | *2 | ok - - - |1
P ma) | Okl ouE_ 002 | 5.1|51|51|52]|#2
@rm | ok | 4] o - -
o -
— 00T et &ﬁ(g‘{;% 101.1 | 4.8 4.8 |4.8|4.8 | #1
GRrm | owk | > | owk - -
o -
Sy— c | Okt %ngi% 99.8 |5.2|5.1(51|5.1|#1
@rm | ok | | o - - -
po— ST | Okl ok 99.8 |52|51]|5.1]52]#1
: @ | ok || om - -
! -
- (IR | Okl %ﬁggaﬂ 99.7 |52|52|5.1|52|#1
@urw | ok | 0| ok - -
o -
— LANTE | Ok &%gg% 99.8 |5.3|53|52](5.3|#1
@urm | owk | %) or - -
o -
- szgllooomL D Yﬁé%gguﬂ 99.5 | 5656|5657 #
M) otk | 0| o - -
-~ Y B
e | %ggga}q 99.4 | 4.8|4.8[48(4.9|#
N GREATE) DIFE 8.4 DI - - - 99.5
WA | 70 5Ty | XE00mL | AR BRG] S
Grrm | owk | > | owk - -
o -
o Ehr [Hi %ngi% 100.1 | 5.1 (5.1 (5.1 (5.1 #1
i | ok | 0| ok - - -
oo | i ok 99.2 | 4.9]4.9]4.9|49]|#
GREIAEE) otk | 5° 5-{&{4: - - - 1
S ouE_ 002 [5.1(51|5.1|5.1|#1
@t | ok | 0] o - -
o -
PR — A0 it &ﬁ(g‘{;% 100.2 | 5.0 (5.0 5.0| 5.0 #1
Garrm | owk | > owk - -
E Dy -
oo | e {ﬁﬁggm 99.9 |5.1|5.1|5.1(5.1|#1
PR otk | Y0 omik - - - 1005
B TTORE T ok b5 |48|4a8|4a8|49]|#
(@A) D D - - - |t
e (Wi ok 002 |54|54|54]|55]|#
@urw | owk | 50| ok - - PR v
— .3 OB Dk 9.6 |6.40| 6.5 | 6.7 [7.99| #1
(G s | &1 o - -
(XN YN - 99.8 | 55|55 |5.5(5.5]| #1




XI. fii  #&
Bid &5 741 I HAA AN /(24hr - pH i
R A, T w | pH | BATE | e | sk | 2 | e o) | She by
74 ¥4 35 %Z%gi)%m ﬂff%ﬁ;ﬁﬂ 5.0 %f%ﬁ:% - - - 100.4 5.0(5.0|5.0]#
T4 A =L 3 %é%gi)gm ﬁb%;ﬁ{;ﬂ 4.7 7&%E§@1 - - - 99.9 | 4.6|4.6|4.6 |46 |#1
AP AN %é%g?gm ﬁgﬁgﬁ” 4.9 ?%%gim - - - 100.9 |4.8|4.8|48|48]|#1
P A4 21— R ik ﬁ%%i?gﬂ‘ ﬁf‘%ﬁ 4.9 &(f%ﬁuﬂ - - - 100.0 | 5.0 | 4.9 | 48| 49| #1
527 v/ D ik %gﬁgi?%?L m;%“f 5.0 rﬁ%gﬁﬁﬂ - - - 101.0 | 4.9 | 4.9 | 4.9 | 4.9 | #1
07 v 7 Gk %%ﬁgﬁ(ﬁfm ﬂ;?«f;iﬂ 6.6 7&%?{%&% - - - 101.7 | 5.3|5.3|5.3|5.3 | #1
FUF I %(’%gifgﬂ* ﬁ(}%ﬁf 6.7 %fgﬁw - - - 1004 | 53|53 |53|53]| #1
BN A= ) %gﬁg?%m Mﬁgf 6.5 i&i‘i%ﬁw - - - 99.2 |4.8]|4.8|48|49]|#
bl |7 R G 100mg 1?%’%%%]* *&%%fi% 5.8 +§f‘§%§% - - - 100.0 | 5.3 |5.3|5.3|5.3| #1
/j—ljj:;;{\f/‘u*/(i 10’0%%;;?;?nm tﬁﬁ;ﬂ 6.9 |FBOWEKD|  — - E(zafg&) 5555|5556 #1
iR | 7773wk 5000 | 000 ML | O | g | gk i?ﬁgii@g - ff?fﬁfué 5555|5556 #
SEL L 1] Tkl @ LR 2
~SU Y Nawyz | 100 BAImL | BEQED | o\ LR A fﬁ;&{fg - fﬁfﬁf? 5453|5354 #1
100 ¥ v (TR ) YT DHIED | e o G
010 77 SR 15 75ug+100mL(S) mm@«gﬁ 5.5 (ﬁi%ﬁfﬂ - - - 100.1 | 4.9|4.8|4.8|4.8]| #1
- IR, hE U7 250ug  250pg/1mL(W) ﬁf}gﬁ 6.6 Y%fgﬁw - - - 99.2 |59|6.0|58|59]|#1
5%;;;)/;2%% 200mg+3mL(W) Mfﬁgiﬂ 5.7 i&%gﬁ% - - - 100.0 | 5.5 | 5.4 | 5.4 (5.4 | #1
e AL B T% 13%%?;%’;]* i;%%ﬁ;iﬂ 8.0 iﬁ%ﬁ;ﬂ - - - 99.9 |80|80|82|87|#
A A 1 R 8.4% %ﬁgjiog“ “‘(ﬁgﬁ 8.0 “ﬁf@iﬂ - - - 100.3 [8.0[8.0|82|8.8|#1
mf 2R Y 7 3mg (%%f%?;) ;ﬁ%;])%gﬂ;zﬂ 7.6 %f%ﬂ;zﬂ - - - 100.9 | 5.5 (5.6 | 5.5 (5.6 | #1
7V?41§§gﬁ§%ﬁm 15mg/500mL(S) %%ﬁ;ﬂ 6.3 ?&fiﬁjaﬂ - - - 99.6 |4.9|49|49|49|#
HEH AT 7 4—7 4 500| 500mg+250mL(G) m@%ﬁf 4.9 (%%Efﬁ — - - 99.8 | 4.8 (4.8 (48|48 #1
TS = 7 28 —/1 100| 100mg/250mL(S) REWN |, o | BAEHED] - - - 1000 | 5.1 (5.1 (5.1 (5.1 #1
i — @?é%fﬂ ?ﬁégggﬂﬂ
i R 10 | 10mg/500mL(G) a7 |7 - - - 100.9 | 4.8|4.8|4.8|4.8]|#1
R s e ﬁzg?gﬂ 2&22@%
5me 5mg/100mL(S) “‘@WK 6.2 Dl - - - 99.9 |4.8[49(49|49]|#1
N PR wfé(;?ﬁ(f)& W@ﬁ(gf 6.5 iﬁ%%f;% - - - 99.6 | 5555|5556 #1
‘:7710”7;_’&;?%& 100’(2%%4?‘%2’% ﬁgﬁg;ﬂ 5.4 ?%fgﬁ% - - - 100.2 | 5.3 |5.4|52|5.4 | #1
7L E IALA E%ﬁi;;;f#y 500mg+25mL(S) %%ﬁ;ﬂ 5.7 ?ﬁéj’fiﬁ% - - - 100.6 |4.8"| 4.8 | 4.6 |3.59| #1
5-FU ¥ 250 30 Z%%Qg/;%[‘ m@%ﬁ;ﬂ 8.4 ﬁmﬁgf - - - 101.1 | 83|83 |83 |83]|#
LA | % =¥+ Rk 200mg | 200mg+20mL(S) m@%gf 8.6 (%i({%ﬁ;% - - - 99.3 |54 |54 (54|55 #
?I%ﬁ74goi7*” 400mg+10mL(W) ﬁ(‘])&f‘.{gﬁﬂ 9.7 ﬁf«;ﬁ;ﬂ - - - 99.7 | 85|85 |85|85|#1
777;0; ;?IW“ 20mg+10mL(S) %%ﬁ;ﬂ 6.0 %%;g;ﬂ - - - 100.2 | 4.9|4.9|4.9|49|#
g | NV 710 10mg/1mL(W) f@%ﬁ;ﬂ 5.6 f@%ﬁ;ﬂ - - - 100.6 | 4.9 4.9 (49|49 |#
e i 723;;%%%\)@ 20mg+10mL(S) ﬁ@%ﬁf 6.3 jlf@ﬁﬂgzﬂ - - - 99.7 [4.9|48|49|49|#1
A hfgrmzyﬁ)ﬂ 10mg+25mL(W) %i%ﬁm 6.9 gﬁfﬁgﬂg ?ﬁéf%ﬁim - %%f'{;’zﬂ@ 99.9 |4.8|49|49]|52]|#m
mgg‘fgﬁu * Vji}é BRI g1 0mLw) m(}%f’;;ﬂ 4.7 %%gg‘% - - - 99.2 | 4.8|4.7|4.8|48|#1
éggg VAT TF U 58;%%;(?(3]4 ﬂ;?{giﬂ 5.1 /ﬁi«%ﬁaﬂ - — — 101.0 | 4.8 | 4.8 | 4.8 |48 |#1




XI. fF &
Bl £ 7l HF Sl 24hr pH g
Ak 2\ . ELL Y iy » » » %EE(T [E4 | 1hr | 8hr [24hr
HN SR A4 Sl pH | Bl&E% 1hr #% 3hr % 24hr 1% 20 |Em| % | % | LS
o .. . ; , e | IR COTHTE (A
A v R AE A2 T s 3
&%£§m3¥/ F 200mg+105mL(S) f«%ﬁ 7.5 %ﬁj{g{fﬂ% DR L B - DR E A 5.3 (5.3 53|53 #1
s kR kR »
25 S R M0 7] Y _ -~ B
il 600mg 600mg+100mL(S) itk 6.8 il 100.0 | 6.1|6.3|6.1|6.1]| #1
75 NENEIC] s R £, 75 ) B Y] -~ B B
D00 200mg 200mg/100mL(S) ok | 69| ok 99.7 |5.7|5.7|5.6|5.6|#1
Hfg A a<w A | 0.5g+10mLW) | MEGED YIR I B B B
SR 05 | +100mL®) | ok | >0 | ok il il I Tl
IR (A 7 P BT B B B
L5g 1.5g+250mL(S) Dtk 5.3 il 101.0 | 4.9 4.9 (49|50 #1
FeLe \ D] ek
77 Ktk | 7Y 7 # AESTAH 1g 1g/20mL(W) o 5.0 N — - - 100.8 | 5.0 | 5.0 | 5.0 | 4.9 | #1
T2 50 DIRAE DIRL
, Ve FARRRE T X 2 [T IR EIEH B B B
WEJ:IAL’C ) "Kif) 200mg 200mg/100mL(W) ok | 84| ok 100.5 | 5.2 (52|52 |5.2| #1
fincis WLEn | | RECER
fERT2b0 | =2 ¥ > o 4K 400[ 400mg/100mL(S) “})i«?-z?ds 6.6 05‘(&% — — - 100.6 | 5.5 | 5.5 5.5 | 5.6 | #1
AHE A VEH) St )
FAH YA 0.3g | 300mg/100mL(S) “‘(})%f%ﬂ 5.7 (K%%%ﬂ — — - 101.2 | 4.9 | 4.8 48| 47| #1
P N IJ 7 7% ¥
BAR= SR 05g | 500mg/100mL(S) {ﬁfggﬂ 6.8 1%?@%55 - —~ - 99.2 |55|55]|55]5.4]|#1
. . [ RO TED
BT 60 60mg/100mL(S) 0%}; 5.0 (ﬁigﬁﬂ - - — 101.0 | 4.8|4.8|4.9|4.9]|#1
Y D IZT
VA=Y UEER 1g 1g/10mL(W) &%ﬁ%gﬂ 5.6 E&)ﬁ‘(‘%&ﬂ - - — 99.6 |5.5|5.7|57|5.9]| #1
A ) . WSk R
ANRTY ViRl 1e(#0.50) MEHY] |, |RAGOE - - %igfg 5.1 (5.1 (51|51 #
: o . ek 7 . . . .
A7) % +10mL(W) DA L7z i fh S e
77 AV o P [T BRI EIEH B B B ]
2 2g+10mL(W) ok | 8| ok 101.69 | 5.3 | 5.3 | 5.3 | 5.4 | #1
o e . ; , e | PR ORI TR
JZ7“L’\17 ;/E‘%]Fﬁ 1g+20mL(S) w%%fiﬂ 41 ﬁf‘ag;ﬁ ok | — | okl 505050 |49]|#
8 HapRg o g »
NN P 3 IJ ¢:)( ¥ l]
EZA 5(2/g/ B ot 20mLW) ﬁéﬁz%ggﬂ 5.0 “fgﬁﬂ - - — 9659 | 4.9 |48 |48 |4a5|#
F = LR I 2,785 B WO B B B
% b 0.5g 0.5g+100mL(S) otk | T4 ok 98.3 [5.7|5.7|5.7|5.4|#1
R= A 2 ESE £, 785 B 03 R B B B
100mg 100mg/100mL(S) Dk 6.9 Dl 100.7 | 5.7 | 5.7 | 5.6 | 5.6 | #1
e | R EREA HHO B BB -~ B B
Iﬂ%ﬁ;};@w 1g 1g/20mL(W) il 6.5 il 100.3 | 6.5 | 6.5 (6.6 | 6.6 | #1
=1L 5 V5 1Y F &
EfTA L0 EHAE S Y v 2g/20mL(S) “}ﬁ%ﬂ 9.3 1/“&§%;ﬂ — — — 100.1 | 8.0|8.0|8.0|8.0] #1
77 —A by oM PN YT
1g R 7 Gk 1g+100mL(G) ok | 88| ok - - — 100.2 |6.27| 6.3 | 6.4 |7.27| #1
7 4 =8y U AT £ V5 P TR B B B
0.25¢ 0.25g+100mL(S) itk 5.5 il 99.9 |4.9(49(49|49]|#1
y R IZT)
T= ) UEEN 1g 1g/10mL(W) ﬁfﬁggﬂ 4.9 %%g; — - — 100.1 | 5.0 |5.1|5.1|5.4 | #1
AT A2 V) 1S VEH)
RU MY UERA 22| 2g+10mL(W) m(b%ﬁ?t:ﬂ 5.8 “fgﬁ:ﬂ - - — 108.19 | 5.5 | 5.5 | 5.4 | 5.2 | #1
AIEA7 YR 7 V)
RAsvy sz 2gomuw) | SEHEI | g g | BEREIENT - — | wona 73|73 73| 73| m
, . VS 0 V) (0 VR
ERAvFUE—A1g|  1g+20mL(W) &iggﬂ 4.7 ﬁb%*ﬁxﬂ - - - 102.4 | 4.7 47|47 47| #1
. plarcE B Y] HO B
1 > ¥ — -
AAL®Y UFTEM 1g|  1g+20mL(W) Dl 5.4 il Dtk 100.3 | 5.0 | 5.0 | 4.9 | 4.6 | #1
A~ i F Y b PSR TR B (& RErGUE B
0.5 0.5g+100mL(S) ok | 70| ok Dtk 99.7 [6.7|6.8|6.8|7.3|#1
. . Vs B (6 75 s oy
X ER 1g | 1g/20mLW) &i-‘%ﬁ:ﬂ 6.7 &Siiﬁjﬂ - - - 100.6 | 6.6 |6.8|6.8|7.0]| #1
2F S EER 0, 7 1 [CEEke] -~ B B
15 1.5g+10mL(W) itk 9.2 il 100.1 | 83|80 (81|80 #1
a7 v SR M Y WY
16 /97 1g+100mIL(S) ok | 82 | ok — - — 100.1 | 5.5 (5.5 |5.5|5.7| #1
FeLT
77 LB, | L, <+ | 500mg+10mL(W) | EAEH YR VT - -~ _
i EHHT) Zn v +90mI(S) Dtk 7.3 Dl 101.2 | 5.1 | 5.1 |51 |51 #1
AT 200




XI. fF &
Al &4l HF Sl 24hr pH g
P Py N
P S e W | pH | RAEE | T | Shets | 2ned | v L | P e
FLLT
75 Ktk -
REMEE, VA VYT 100mg/100mL | AR W (AT _ _ _
YT, 100mg Okighiie 5%) | ok | 30| owik 99.7 13313338333 #2
773IVTIC
ERT2b0
s ; . s | PRI TR
77 I — RAE A €4 725 B WG |
75mg/100mL(S) o | 6.3 S erk | ORI & - - 4948|4848 |#1
75mg * DA LT | e i o
FLLTHER s s OB
- Ty XY ERH | 50mg+10mL(W) | HEEED BB - - o .
ERT 260D, 50mag % +500mL(Q) Dtk 7.4 il @éﬁjﬁ;;ﬁ 5.0 (505050 #1
T A 7 = K 200mg | 200mg+19mL(W) | EEED] PRI A - -~ B
e +21mL(S) ok | 60 | ok 100.4 | 5.3 (5.3 |5.3|5.3| #1
V=7V % N 100mg/2mL | HEAER PR B B RO
| A A2F7 100mg G ) otk | 70| ok Dtk 99.7 |5.7|5.7|5.7|5.7 | #3
gy | ARy 7 AR | 600mg/300mL | A TED] W E _ _ _
A R Al 600mg R ) il 4.8 il 100.5 | 4.6 | 4.7 | 4.6 | 4.7 | #1
YT s A SR A 42,785 s -~ B B
T A v AFH 950 250mg/100mL(S) otk |10 ok 995 [6.8|6.8|69]6.8]|#1
DT NVT IR 200mg/100mL | ME(A7ERH R LY B B B
200mg G ) o | > | ok 98.7 |4.9)48]48) 48] #1
Do RSN 400mg/5mL HEOED TR 7T _ _ _
(e 7' Y7 IR 400 ) otk | 89 ok 994 [6.6|6.7]6.7]6.7|#1
7 )—KF&E 0,7 1 TN B B B
200mg 200mg/50mL(S) Dl 4.8 il 100.2 | 4.9|49 50|49 | #1
e | BMILY =) 707 ) - TH | 5,000mg/100mL | fE R IE I TR VB
i thil & ’ — — —
LiRiE 7 IR G5 ok | 42| ot 100.4 | 4.6 | 45|45 |4.6 | #1
ZOfho
FIRMERAE| ==V U 500mg/10mL | IR 03 RCR B B B
200 500mg @Erm | owk | 0| ok 99T | 60159159 60 #1
LA I3
128
WEETAN  Syamoni | somenooml | e | |sskens| - | i las s lan as | an
- 50mg/100mL (FARR ) DI ) DIRIE ’ ’ : ’ ’
SR R FPS PN
K.C.L.A#iE 15% | 4mEq+100mL(W) = @%ﬁ;ﬂ 5.9 i%g;ﬂ - - - 100.2 | 4.9|49|48|4.8| #1
AR
1k if , .
s s 100 1g/10mL 2 B ] R ] - B N
ol FF B U 10% R ) otk | 70| ok 99.8 [6.3|6.3]6.3|6.3]|#1
T Vv =R
foc s
REHEER . o K% 53/500mL | B R OV -~ B B
o 7Y A — L G ) otk | 20| ok 100.6 | 4.6 | 4.6 | 4.6 | 4.6 | #1
5 ER
WREIA | g 77-vo- | domgzoml, | Seaimm o5 | P | B - vos |58 l5cl57 |56l s
2ofto ik 20mL AR A Z) DI ) DRI : ’ ’ : ’
T LV =R
MDA |/ ¢ ko eopentid 3.6 foemL | meeiny) || veoenn | B B 002 |5alsalsslssl s
PO 3.6 HL AR A Z) DRI : DRI : ’ ’ ) ’
< BTN >
A=Y ITARR v w7 EES (AG) EIFEUTTN?

FOITbns !

(F—=YIT7A AR V=xV 7 (AG) |

F——dhx 27 R et~ — 42— (https//med.daiichisankyo-ep.co.jp/index.php) Z &



https://med.daiichisankyo-ep.co.jp/index.php

(XEkEEK St - RApFHRSBLEHE L]
F—=HIZRT7HART BEHEHRE
T103-0027 FRARARHRE HARLE 2-13-12
TEL:0120-100-601

CVIAGIF6(2)2505

2025 F 5 A iG]



	I. 概要に関する項目
	1. 開発の経緯
	2. 製品の治療学的特性
	3. 製品の製剤学的特性
	4. 適正使用に関して周知すべき特性
	5. 承認条件及び流通・使用上の制限事項
	(1)承認条件
	(2)流通・使用上の制限事項

	6. RMPの概要

	II. 名称に関する項目
	1. 販売名
	(1)和　名
	(2)洋　名
	(3)名称の由来

	2. 一般名
	(1)和　名（命名法）
	(2)洋　名（命名法）
	(3)ステム

	3. 構造式又は示性式
	4. 分子式及び分子量
	5. 化学名（命名法）又は本質
	6. 慣用名、別名、略号、記号番号

	III. 有効成分に関する項目
	1. 物理化学的性質
	(1)外観・性状
	(2)溶解性
	(3)吸湿性
	(4)融点（分解点）、沸点、凝固点
	(5)酸塩基解離定数
	(6)分配係数
	(7)その他の主な示性値

	2. 有効成分の各種条件下における安定性
	3. 有効成分の確認試験法、定量法

	IV. 製剤に関する項目
	1. 剤　形
	(1)剤形の区別
	(2)製剤の外観及び性状
	(3)識別コード
	(4)製剤の物性
	(5)その他

	2. 製剤の組成
	(1)有効成分（活性成分）の含量及び添加剤
	(2)電解質等の濃度
	(3)熱　量

	3. 添付溶解液の組成及び容量
	4. 力　価
	5. 混入する可能性のある夾雑物
	6. 製剤の各種条件下における安定性
	7. 調製法及び溶解後の安定性
	8. 他剤との配合変化（物理化学的変化）
	9. 溶出性
	10. 容器・包装
	(1)注意が必要な容器・包装、外観が特殊な容器・包装に関する情報
	(2)包　装
	(3)予備容量
	(4)容器の材質

	11. 別途提供される資材類
	12. その他

	V. 治療に関する項目
	1. 効能又は効果
	2. 効能又は効果に関連する注意
	3. 用法及び用量
	(1)用法及び用量の解説
	(2)用法及び用量の設定経緯・根拠

	4. 用法及び用量に関連する注意
	5. 臨床成績
	(1)臨床データパッケージ
	(2)臨床薬理試験
	(3)用量反応探索試験
	(4)検証的試験
	1) 有効性検証試験
	2) 安全性試験

	(5)患者・病態別試験
	(6)治療的使用
	1) 使用成績調査（一般使用成績調査、特定使用成績調査、使用成績比較調査）、製造販売後データベース調査、製造販売後臨床試験の内容
	2) 承認条件として実施予定の内容又は実施した調査・試験の概要

	(7)その他


	VI. 薬効薬理に関する項目
	1. 薬理学的に関連ある化合物又は化合物群
	2. 薬理作用
	(1)作用部位・作用機序
	(2)薬効を裏付ける試験成績
	(3)作用発現時間・持続時間


	VII. 薬物動態に関する項目
	1. 血中濃度の推移
	(1)治療上有効な血中濃度
	(2)臨床試験で確認された血中濃度
	1) 単回投与
	2) 反復投与
	3) 経口投与との比較

	(3)中毒域
	(4)食事・併用薬の影響
	1) 食事の影響
	2) 併用薬の影響


	2. 薬物速度論的パラメータ
	(1)解析方法
	(2)吸収速度定数
	(3)消失速度定数
	(4)クリアランス
	(5)分布容積
	(6)その他

	3. 母集団（ポピュレーション）解析
	(1)解析方法
	(2)パラメータ変動要因

	4. 吸　収
	5. 分　布
	(1)血液－脳関門通過性
	(2)血液－胎盤関門通過性
	(3)乳汁への移行性
	(4)髄液への移行性
	(5)その他の組織への移行性
	(6)血漿蛋白結合率

	6. 代　謝
	(1)代謝部位及び代謝経路
	(2)代謝に関与する酵素（CYP等）の分子種、寄与率
	(3)初回通過効果の有無及びその割合
	(4)代謝物の活性の有無及び活性比、存在比率

	7. 排　泄
	8. トランスポーターに関する情報
	9. 透析等による除去率
	10. 特定の背景を有する患者
	11. その他

	VIII. 安全性（使用上の注意等）に関する項目
	1. 警告内容とその理由
	2. 禁忌内容とその理由
	3. 効能又は効果に関連する注意とその理由
	4. 用法及び用量に関連する注意とその理由
	5. 重要な基本的注意とその理由
	6. 特定の背景を有する患者に関する注意
	(1)合併症・既往歴等のある患者
	(2)腎機能障害患者
	(3)肝機能障害患者
	(4)生殖能を有する者
	(5)妊婦
	(6)授乳婦
	(7)小児等
	(8)高齢者

	7. 相互作用
	(1)併用禁忌とその理由
	(2)併用注意とその理由

	8. 副作用
	(1)重大な副作用と初期症状
	(2)その他の副作用

	9. 臨床検査結果に及ぼす影響
	10. 過量投与
	11. 適用上の注意
	12. その他の注意
	(1)臨床使用に基づく情報
	(2)非臨床試験に基づく情報


	IX. 非臨床試験に関する項目
	1. 薬理試験
	(1)薬効薬理試験
	(2)安全性薬理試験
	(3)その他の薬理試験

	2. 毒性試験

	X. 管理的事項に関する項目
	1. 規制区分
	2. 有効期間
	3. 包装状態での貯法
	4. 取扱い上の注意
	5. 患者向け資材
	6. 同一成分・同効薬
	7. 国際誕生年月日
	8. 製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	9. 効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10. 再審査結果、再評価結果公表年月日及びその内容
	11. 再審査期間
	12. 投薬期間制限に関する情報
	13. 各種コード
	14. 保険給付上の注意

	XI. 文　　献
	1. 引用文献
	2. その他の参考文献

	XII. 参考資料
	1. 主な外国での発売状況
	2. 海外における臨床支援情報

	XIII. 備　　考
	1. 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	(1)粉砕
	(2)崩壊・懸濁性及び経管投与チューブの通過性

	2. その他の関連資料

	お問い合わせ先



