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BT b~ A BIRY AT F RRFUEMERAITH Y | AFTIL 2011 FIC Elish T
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ROV A A PR i 1
100mL TAVR L7 & & ' ' (B A )E T 5 L)
KA1 SA T % S 6o s %2
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ROV A A FA T g %1
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NG ER
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BB RE (B T A1 T L)

TH B M Ok B 4RI 2 At 4 7 A 1% 6 H A%
PR (A~ e a0 X
“ﬁ‘!;‘A EA ‘%A ‘%A
61%?{"(%5) plEIN) = pIEIN) pLEIN)
R R e A — — HWE
6. 67 6. 64 6. 62 6. 62
pH (6.2~7.2) 6. 65 6. 62 6. 60 6. 60
6.67 6. 64 6.61 6.61
ol i R A T ey wE
K5y A A A A
TR hRUiRER ke — ke
BUKI B — PR bR — — wWE
REVE R R A A A A A
AR PERRL -5k ke ey ey WA
e B Rl R A — — wWE
100. 47 100. 98 101. 24 99. 87
A (95.0~110.0%) 100. 79 100. 90 100. 95 99. 34
99. 72 100. 30 100. 61 98. 58

boHZENHERI ST,

lay b (n=3), 32 v |
IEEER (40°C, FEXHZEE 75%., 6 7 H) OFfER. BHF OTGIE FIcBWT 3 FEMEET




RIRAF AR ¥

KBRS - 25+2°C. 60+5%RH
ISR RE (T T AL T L)

) 3h 6 7 9% 12 % 18 71 2471 | 36 H
IE E ))7( U/j\:ﬁ*% Bﬁ ﬁé\ H# 4y pAY. Ay, 4 Y. 4y pAY.
H#% H 1% H#% H 1% H 1% H#% H 1%
PR (R~
B IR | #EE A A A A A 1A A
TbhD)
Eﬁwuu %ﬁ J@/EI\ - - - E/El\ - ﬁ/ﬁ\ ﬁ/ﬁ\
6. 62 6. 65 6.63 6. 63 6. 65 6. 64 6. 64 6.63
pH (6.2~7.2) 6. 62 6. 66 6. 64 6.63 6. 65 6. 64 6. 65 6. 64
6.63 6. 66 6. 64 6. 64 6. 65 6.64 6. 64 6.63
il S BR = PNy Eikey ikay = ke ke &
K5y e A WA ke ey e A WA
N . . .
o e — — — ey — 1A WA
N
APy — PR SRy — — — ke 1A A
R R A HWE A A piay A A 1A A
REEVEROR 3B | S wwE WA ke ey ke ey WA
A B R A — — — A — e A
s 100.84 | 101.23 | 99.55 | 99.25 | 99.51 | 97.95 | 100.66 | 100. 50
4
100.65 | 101.75 | 100.53 | 98.75 | 99.43 | 98.75 | 100.92 | 100. 36
(95.0~110. 0%)
100.59 | 101.39 | 100.85 | 99.58 | 99.90 | 98.56 | 101.00 | 100. 95
12w b (n:3) 3a vy k
FEEERLE 2 DW= B WA (25°C, FHRHEE 60%., 36 7 H) OFEE., @ OHGIT
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OB« BT T ANALT IV (T9L72 L), BRE & TERAT
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PRI (MiEe~sBenomn | OBt E e ey sy
IR TH D,) @3 A A A

Ongt: 6. 67 6. 66 6. 66
pH (6.2~17.2)

@ 6. 67 6. 66 6. 67

OB ik WA WA
ol B Sk B

@it ke ik e

Ot ik WA WA
K5y

@i ke Sk WA

Ongt: ke ik ik
RANE R

@it ik WA HWE

O ke WA WA
ANYEPEOR -7k BR

@it ik ik ik

Onuget: 99. 72 100. 26 100. 46
i (95.0~110.0%)

@1 99. 72 100. 40 100. 65

ey (=3), 1a2v R
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VRS DL ENE 10
O—WRIAMENE EST K M OV BE BT R (i)

) EzaintSdih|
VAFRIE | PRATSRM | R BRTE A
TAfRIE R, | 6 BERE] | 12 BERE | 24 FFRS | 48 WERE | 72 R
e Mt | MeEt | BoER | aEe
VER DR | T OUR | T O WR | P A DR
pH 6.61 6. 63 6. 66 6. 63

25C ki

[ 1.92 2.09 2.31 2.74
B (%)

100. 1 99. 3 99.0
(%)
K
S WEE A WA | MeER | EER
VEBH DR VEHH Dk | 5 BA Dk | v BH DR
pH 6. 62 6. 64 6. 60 6. 62

5C [y

(%)

1.92 1. 98 2.06 2.08

PRAFR

100. 7 99. 8 99. 8
(%)
s WEEA | WEEA | MEA | MR
V&R DR | P DR | B D iR | VB D ik
pH 6. 59 6. 60 6. 62 6.61

25C iz
1. 96 2.11 2.38 2.74

RErFER
100. 6 100. 2 99. 6
AR (%)
R . ot o, mk | ke | e
VB O VB O I | VBB o i | FESBH 0o
pH 6. 60 0.61 6. 60 6. 60
5C |y
o 1.89 1.97 2.02 2.09
& (%)
102.5 101.0 100. 2
(%)




@ ZIRIRFRIR (RS K B OVEFRR RIS ISR U= b O 2 A F AR 100mL (ZIEF1)

. B R BB ]
VARG | (RS | BRI
IARIE S| 6 BRRE | 12 BR[| 24 FRRS | 48 BRRE | 72 HERE
S WoE e | MM | EEE | A
VEBH DU | P8 BH DR | P BH D ik | ¥ BH D ik
pH 6. 29 6. 26 6. 26 6. 27
we A A 1. 90 2. 11 2.34 2.82
Ea(%) ' ' ' )
PREERS
100.0 | 100.4 | 99.1
(%)
TS K
I W, WA | OEE | e
TEIA DR VEEH DR | P& BA Dk | B H DR
pH 6. 29 6. 27 6. 28 6. 26
°C f% il 1.88 1.95 2.02 2.07
fga | v ) . .
i
101.7 | 100.0 | 100.1
(%)
S Mot | WoEf | R | BeEt
VERBH D | P BH DR | ¥ BH DR | P BH Dtk
pH 6.21 6. 20 6. 25 6. 24
25C kg
1.91 2.13 2.37 2. 84
E’T%(%)
99. 7 99. 2 98. 7
g (%)
RARIR g | PHEE M | e | R
TEHA Dk VB A DR | P IA DR | V8B Dk
pH 6. 28 6. 24 6. 22 6. 24
°C A A 1.91 1. 99 2.06 2.12
Ea(%) ' ’ ' '
REERS
101.0 | 100.1 | 99.5
(%)




8. fhFlE DEEEEL (MEILFHEI)

pH ZZ Bk 1V
. . LM E TIZ _ - B
VA fRIR Ak pH . & pH pH B #EhFa* ZEALPT A
L7l #%
0. lmol/L HC1
6.61 3.03 3. 58 X | AP
10. 00
FEH K
0. Imol/L NaOH
6.61 9.11 2.50 A7 L
10. 00
0. lmol/L HC1
6.61 3.03 3.58 A7 L
10. 00
PRI
0. lmo1l/L NaOH
6.57 9.11 2.54 A7 L
10. 00

* BEFELL : AL pH SUTRAE pH & i TR pH O 2E

Bl &2 kil 12
[XII. 2. ZDOth O BIEE R DR,

9. AHM
BN

10. A% - A%
(1) FEPRELGERRE - K, NENEKRECES - EICHET H1FER
YL
(2) %

22. A%
350mg X 10 /34 7 )L

(3) PREE
M ERR L

(4) BHROME
INA T IVARIR - BT T A
= N s V) = N
AL N— T

1. ARt s h S EMER
Y LR
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7 v Z —iiE e

L. iRt v k
O=7v7 4 V¥ —%v b B F620BYWN, ME: R Z—T L ALKy, =7 B
(#))

@y a7 7T 7 AD ik v b (& : SA-NF3520UN, #4E : AR U 2Ry, T4F ($F)]
@=7 vl v b UK : ISA-200E00 7, =7 v (FR)) /KAlgK 7 4 V52— (B
¥ o TPN822B, M : RV = —F L ALKy, TH AT T A5 ¢ I (§R))
@=7vaiiEtE v ;b Bk : ISA-200E00 2, =71 (Bk)]) /HR—/Ligik 7 1 L% — ELD
(k& : ELD9ONT, M : “RIZ A" F A 66, AARR—1L ()
2. BRI

1) HEHR O R Y

AFN LS T IAZESF K Tl 2 M2 TN L, ZOREEZ AFEER (100mL R
V) AN CTIRAN U7z (R - FEFHRK . A0RE - ABRRiR) . £7o, 48R
i (100mL AR Rov) K0 AR Tl 2 &0 KK 1A T AT R TEM L,
ZOREEE AR (100mL R hV) IZE U TRM UL (MR« AP R,
TR - AEPRANIR) ,
2) 7 4 VA —iEiE MO

FHEL L 723G 8L 2 FRTORBRIAKR E LTH 7V 7%, ERRo7 4 v F =k
WA F = —7 %2 TR 30 45 (59 3. 6ml/min. ) T F L. M FHOKELEL
WP RORBIERE L, i FRNCk3 20 FROEFE (%) 2RI,

3) b R
T E RF
a7 | s | e
- R e H AR L — —
BT = —> TANT = T AN
T AT WA
—Fa 7 4 E— HEFAAK | AR (%) | 100.0 100. 4
Ty b FEBRARR | BRTFR (%) | 100.0 100. 0
S a T TS T AD HEH AR TR (%) 100. 0 100. 4
e .
i i > b AR | R (%) | 100.0 100. 0
=
Hi VESHAK | B8FR (%) | 100.0 100. 6
i KILE 7 4 VA —
AP | R (%) 100. 0 100. 8
e T 4 2 — | K R (%) | 100.0 100. 3
ELD A PREIRIR | B (%) | 100.0 99.5




V. JAEICEY 5IER

1. BEEXITHE
4. #hee - R

GRS EE)
BTrIADVICREDAF ) UitEEE T K IKE (MRSA)
GEISEE )

BUMmE, BREMORNIER., FEMREREE. sME - BERUFMAIFOZREE, U
A - BEDIZREE

2. MEXIEIHMRICEET HFE

5. MheE - HRICEET HEE
(heea@)

5.1 RFNDFERIZHT- - TE, WHEEOHBREL <72, FHAlE L THOBEE L Y
TR A KT DA R TS 2 L, [18.2 ]

5.2 RANIMRIZEH L2 &, RENIMY—7 7 7 2 MFEG L, NEHEbsL b,

(REEMEDRNIE )

5.3 WA DHELRBERMEOAIERICOBMER T2 Z &, ZEDRIBGAMELHIRRISK LT,
EINTOM AR < WA THAEDMEITRD SR TR,

3. HERUVHAE
(1) RERUVHAEDHEHR

6. A& A=

(BRInfiE., REEMDRIER)

W, RAIZIZZ 7 h~A L LT1H 1Al 6mg/ke% 24 B[] Z & 12 30 2300 T
ST UL IRINTES T 5,

(FEMRERRIE. '/ME - RMERUFMBIZEOZRRE. Ubh - BHEDZRESE)
WE L, RAIZIZZ 7 h~A 2L LT 1 H 1Al dmg/ke % 24 Bef] & &12 30 2300 T
SR UL R ISR TES 95,

(2) RHERUAEOBERE - REL
AR L




4. RERVHECEET HFE

1. B - BEICEET 3EE

11 27 h~A AT BICEIECHE S B 720 oS T X TE e TS BGEHT (CAPD)
BT TWDBEEZGTEEREREORNEE TIE, TRE BLZICAR OS54
i sz &, [9.2.1, 9.2.2, 16.6.1 &M]]

LT F= e« R (BN
7VTT e VAR B TR . SN - ISR
(o) R, YOI |CSEATALS O KR, (5 A
(ml./min) VB O R
>30 1 [5] 6mg/kg % 24 BT L |1 [9] 4mg/kg % 24 BE[E] = &
< 30
(M BT X IE CAPD % |1 [8] 6mg/kg % 48 Wi = & |1 7] 4mg/kg % 48 WHpfH = &
ZIFCWHEBREEET)

) RS G . MEOENT I X iET R AR 25922 L, B3 ETH A,
1.2 AFNE, 1 H2EILEREG LN &, WS [THEOHE TFHRBRICHSNT L A 2
PLEEG LA, o CKAEA EA Lz,
1.3 77 MaMES 2 G0RARY LW SN 5GE . KRG BENEDN D HAITA
Al LU A E P L CIRIRAITH) 2 &, X7 h~A v i3y 7 2EHEICR L To
HPHEIEEZ AT D,

5. ERIRBLAE

(1) BRERT—2/1\vir—>
2R L

(2) ERREEERER
AZEEE R L

(3) AERGERAR
U ER R L

(4) HRELRIERER
1) AR

17.1.1 ERNEMAEKER (002 3HER)
MRSA JEYLIE &> 5 U MT MRSA JEYYE D GO O NBEEZXRE LT, 7 b~
A > EWUMSEICSE L CIE 1 B 6mg/kg & 14~42 HE. R - s ARG LE
XL TIE 1 H 4mg/kg & T~14 H #5795 EIAHERBR A 1T - 7o, FHAIURE
{2 MRSA JEHL ) iR S 7= modified intent—to-treat ZE[H (MITT-MRSA) |




2)

(5) B¥& -

B DIBEHER: (USE : 58 T 38~46 H B, KF - #EHEARERYE
B TH%T~14 BHE) ORKHE (N KO 868 = %) & L),
MR A (k) RO THEEEAR) & TAR) & L) IZFROEBY T
o,

LA MERRAT G245 99 il 11 451 (11. 1%) (ZEIWEHAGEED H v, 16 61 (16.2%)
BRI A ORWER RO bivle, b DX AST B 761 (7.1%). ALT
B TH(7.1%) ., WB 2 4 (2.0%) . FE2 4] (2.0%). #2461 (2.0%).
i/ MEQRD 2 B (2.0%) . AL-P _E5H- 2 61 (2.0%). CK L5 2 6 (2.0%). #F
FRERBIEM 2 B (2.0%) Thotz W9, [8.1.2, 8.2 ]

# BRBRIAE

FAESAIES B 2 SR

n/N % n/N %

P& - W AR AR Y E 45/55 | 81.8 | 31/55 | 56.4
TRAEME B2 7 R E 4/6 66. 7 4/6 66. 7

IME « BB R ONTATAIZE O &Y 31/38 81.6 23/38 60. 5

UH A - 1BIFEO IRIEG 9/9 100. 0 4/9 44, 4
Z DA D 7 [ BE P R
1/2 50. 0 0/2 0.0
(C Yt iBmTS . WoREoD —IRIEYY)
B ILAE 2/4 50. 0 2/4 50. 0

17.1.2 5 EMAELER (DAP-IE-01-02 FXE&)

AT R BRI K 2 B MUE M QUM DN D3 B o D RN RS & R4
X7 h~A3 1 H 6bmg/kg & 10~42 H 57 2 EH e I EGR 217 > 72,
HLAFUIRRIZ MRSA JEYL 23RS S 47 intent—to—treat £ (ITT) BEICBIT S
TRRCHIE R O IRZNR O FNZIT 44. 4% (20/45) Th o729,

T ARVERRNT XG5 120 il 42 1] (35.0%) ICRIERRRD Hiv, R b DI
%Lﬂ6@(5%@\%@4W(&%@\ﬁMFEBW(ZW@\%ZBW
(2.5%) . MU B34 (2.5%) TH-o7217, [8.1.2, 8.2 5]

RLMEHB
DR L

973 B 71| 5 B

B L

(6) amHfER

ERAMRE (—RERRERE, BEERRERE EAAELRAST), WEHR
RHT 5 AW, SERRUBRRBONE

1)

Wikl L




2) RBEFHELTERFENPDHABXIIER LI-AE - HBOBME
MG RR L
(7) Z0ith
MYER L



EMEEICET HEE

2

- EEZHICEEH S LENXITLEME
ARV RARTF FRIUVEWE
EE : BEOH B LAMOME - DREL, BHOETRLEBET DL,

. REER
(1) ER&M - ERKF

(2)

(3)

18.1 {EFRF
BT M= A ATE OB & fEA L, HNREM oM ESE 5, £z, ¥
TR A T E Y DNA, RNA KOVEBREOSGHKILENEL D Z RS T
%o ZHOREEA OIS, WOUZ DNA, RNA K OVE B O AR X 0 A 2 FEH
T 0,

18.3 MHEHEF

X7 RN A 2 AZKET BIHE X S S TWhiRy, iEE 72 b mErE
KIF1EE TV, L7 T 2 OFHESEIT 3T 5 R BA 7 it 12 X 2 28720
PEIZ A BTN,

BRRICIWT, # 7 b~ A VISR DIRIFRRIC, X7 b~ A T R T L7
F T RO ERE L OUGERE O BN HE ST g 2,

ENERMT1T HHEBBAR

18.2 HiEEH
ZT b AT E MRSA 2B LT FUKREE, LoV EREE, B IRE, BRI
R R AARNE S T MBEEICA LT, in vitro CHRENE T, AF LY
VLAY VURTY RV Y R A ST Y 7 A BRI b R N %
R, Flo, TR~ A UL, in vitro O in vivoBYET IV (T A N
AB— HE, Ty R) B0, 7T AR LR B R
RAAEIEM 27T 99, [5.1 B

{ERISCTBS - FHIREERY
AR L




VI. EVEEEICEET 5IEE

1.

&

meEEDHS

(1)

(2) B

AREEYGORIRE
*é%ﬂ@b
nt%ﬁfﬁ; é‘ﬂt[ﬂlqﬂdﬁr

16.1 MARE

16.1.1 HERS (REFHT)

HEERANICE T h~A 2, 4, 6. 9 KN 12mg/kg % 30 45

Wﬁﬁﬁﬁﬁﬁbt%\
2T h~A v OMmEFRE — R R FiEfE (AUC, ..) MOV

TITHRITHAE U THINL 72, #ORFRTHZHRE (t,,) . Mg V7 Z 2 (CL)
ROpmEtE (V) X, HECESTRE-ETH-72 E1D ¥,

FEFRE (C,)

F1 EREBRANCBIT DX T h~A 2 30 o EAATHEHER OB IE T A — X
& AUC, D C,, D ty, v, E) CL %3
(mg/kg) (pg * hr/mL) (ptg/mL) (hr) (L/kg) | (mL/hr/kg)
202. 8 26. 4 7.4 0. 1087 10. 07
’ (188.0, 218.9) (23.8,29.3) 0.7) | (0.0103) (0. 58)
457. 4 58. 0 9.1 0.1175 8. 90
! (423. 4, 494. 1) (52. 2, 64.5) (0.9) | (0.0156) (1.26)
728. 1 83.8 10. 2 0.1212 8. 20
0 (674.7,785.6) (75.5,93. 1) (1.1) | (0.0098) (0. 74)
998. 8 113.5 9.7 0. 1262 8. 92
’ (924.6,1079.0) | (102.0,126.2) (1.0) | (0.0146) (0.73)
1434.8 155. 4 9.4 0. 1147 8. 47
v (1329.7,1548.3) | (140.0,172.5) | (0.9) | (0.0067) (0.73)
n=6

HE D ARV ROV G EZEEDR, SRIVAEREZEERE LIZIRES

hEET N K DR/

1 3) BN (B 22)
16.1.2 BEKRSE (FEIRAEST R U RUERTE)
%%&AKEf&v%vymym%7D2ﬁ~N=TW@ﬁ%WW&%miw%
REFREIC A L5 fEmo Tt

e A B L 7B
23, AUC, Cotnr LKy T

HIRINTES O € 1E. 30 %)
LOMOIEYENRE T A —HIZRRETH -7 (F&2) 9,

SRR (95% (5 IX H)
E2) Y (P v 7 A 7iEa VTR LR R )




#£2 BEERACBITAX T A T bmg/ke & HARPNS T 30 45 R AE R
L7=BE DIy ENHE N T A — ¥

AUCO,OOK 4) Cmax 4) C24hr 1 4) t1/2 1 5) Vd 6) CL ®0

(pg+hr/mL)|  (pg/mL) (prg/mL) (hr) (L/kg) | (mL/hr/kg)

Fr RN 700 133 8.14 9.22 0.115 8.60
bes-o) (671,729) | (122,143) |(7.51,8.83)| (0.586) | (0.010) | (0.690)

30 43 690 88. 2 7.76 9.25 0.117 8.72
SEERE | (660, 721) |(83.6,93.1)((7.23,8.32)| (0.630) | (0.012) | (0.758)
RIS 1T 10 B E TFEM L 7=,

n=16

T 4) BRI OISR T 2IRAZRE T NI BEHR U To i/ 35 R OME

FEX [ 2 W5 U 7=, (95% 5 REIX[])

WS (Vv v FA 7iEE AW THEA LI FE)

1 6) FArEE) (FEYE R )
16.1.3 REESE (REHT)

R ANICE T h~A 4, 6 LN 10mg/kg 2 1 H 1181 7 A FIRE ASREEE L
B, 7 b~A v rodEpEEi kst hiE (HEWLE) <. B &5 P
KT TH Tz, X7 h~A T OMBETRET, 5T 3~5 A H CEHFIRE
IZEE LT, REBRGICIDEBMIEITIZE A LD LT, 4, 6 KO 10mg/kg 512
X% AUC, 4, KOVC,,, DBEERE (T HE/1 HA) 1ZENFN1156~1.17 KTV 1. 03
~1.08 TH-o7= 2,

E)ARANOAGR S 7z 1 Bl H&EIT 4ng/kg X3 6mg/kg TH 5,
(3) mhiEE

YRR L
(4) B= - tREDODEE

16.7 EWHEEER
16.7.1 FISTA LU EDHRA

EEERR NICH T b~A v 2mg/kg & T T~ A v Img/kg ZOFH L CridiariE L
TBE. BT Rh=A D AC DN C 1EENEIN 8. T% R N12. 7% EFH L, N7
TA LD AC, KONC, NEFNFN T 1% KON 10. T%IE T L7z 20, BEEHED
T hwA e VT T4 OMAERITIRATHS NEAT—F),
16.7.2 ZDHDEHF &L OHA

FBEERANCBTDE T v~V T XML AF A, UNT 7 U U ROTRARR Y
N & DOEMBEERBRFI SNz, ¥7 h~A 3TV T7 7 U RN a xRy
ROEY BRI EEZRIFS T, ELINLOEFL X T h~ A v OIRYBREIC




Gz ot (FNEANT—H) 2.2

18.4 thDMEE L DHEEER
BT N~ AT MBI E O in vitro FHEAERRER T, BB iROMFHI B
THBPUERIZA TR, XS h~vA vl T2 7Y ay RR¥EAX 7
72 LRERNI) 77 o8 EOHRIZLY . ATF VY ViR A B AT
RO ERE ROV o~ A U Uit & ST ERERIC KT L in vitrolZH\\ T, fH3E
TERD/RSILTND 20 29

2. EYEERI/NSA—4

(1)

(2)

(3)

(4)

(5)

(6)

(1)

(2)

fRT A&

EER L
TR U5 B 3E 35
Ay P
HERRETEH
M ER R L
Y9IVTIUR
MR L
DWEE

16.3 2%

16.3. 1 BEFERANICBIT DX T F~A 2 O AAERITH 0. 1L/kg T, 2~12mg/kg D
IR CIHE T Chote, E70, 47 hv A L ATREIRKIFIIC b R iR
ARG 5 (CTHIE 90~93%) 77,

- BRI

HE)ARANOAGR I 7= 1 HilH 81T 4mg/kg X3 6mg/kg TH 5,
ZFDith
MER L

. BER REaL—T3y) @i
T &

AR L

NS A=A EHER

MY ER e L

BN




(1) M- REFERE
KR L
B8

16.3 5%
16.3.3 7 v MBI DM MRBROK R, &7 b~ A ¥ AFZHER G L ORIEER S
%, MR —MBIM & a2 Z < D372 Lo L7272 2,

(2) Mm&—reREMEAY
M ERR L
(Z%E)
[VIL 5. (1) i — M BA R diE e ) DIAZ I,
(3) Eit~DBiTH
[VIL 6. (6) #FLhw) DS,
(4) BER~NDBITHE
2R L
(5) TDMOMEH~DIBITHE
AR L
(6) MFELHFEEE

16.3 9%

16.3.2 & LWEEREFEE RN RS GHEAL CL,, 30mL/min A X ITZEHT) 12801 T
BT h=A 2 DMEEARAE (83.5~87.9%) ME T HMHmMAZR L2, #
FE O HEE TR REIEE A EE (OMEIA, Child-Pugh /3%EB) IZBIT 2 EAMA
HITEEERRA &Rk TH o 72 %0,

6. L
(1) RBIEPALR M HIRRER

16.4 X3

16. 4.1 fEEERRAIC UC-F 7" b~ A ¥ 2 i FfE R O MAE PSS RERR B, BE5E
SIMTCHIE L7Z RS LRI L T e, e REIR AL & EM FROTEIEIRIE DLV |
AEMERFE AR AFICERD S 0 2 BIERABRICE W T, T I IER0
HAVT, D 3 FEHOMLARH & O 1 RO REE AR 2 G A R Tk S
Nic, REEALIIFFE SN TRV GFEAT —%) 9,




7.

10.

(2) REICBEHET 28R (CYPH) DNFE F5XE

16.4 X35

16.4.2 v MM Z AW in vitro FBRICIBWNT, 7 b~ A 2 /13 CYP1A2, 2A6,
2C9, 2C19, 2D6, 2E1 KON 3M OIEMHAHERET, I HICEN O OIEEEZFHE L2
WZ EDNRENT, £70, in vitroRBRICEWT, ¥ h~A v uide MFI 7
VAR E N oTn, XF b~ A v UiE, PAR0 B L TRET S W B 3K
DA & B E SIIFHES L aTREMEIER Y 2,

(3) PMEBEREANROBERVEZDES

AR L
(4) REMOEEOERMRUSERL, FHELE
AR L
it
16.5 Bt

16.5.1 7 b~ A L T FEITEE HHE SN D, EFEMAIZY 7 F~ A 2 12mg/kg H
[ ERE LB, RE(BIR S 7 b~ A o v D514 48 B £ TORPHEIERIE 73. 4%
T, B2 U772 A3 6ml/hr/kg Th o721,

16.5. 2 fEEER AN IS RBAERR L 7= &7 b~ A o 2 Z i i L2 BS, kgt a3 -3<
&L BEROK 8% BEPICH S, 209 BREED R PRI G REOK
52% T olz, FELMBBHRBIZE S &, BEEOK 5% NFEHICH Sz GFEA

Fg) W,

) ARFOAGR 7= 1 Bils HE&IT 4mg/kg X 6mg/kg TH D,

S U RKR—2—IZEAT 515K
MR L

. BNEFICKBBREE

[VIL. 10. @ &R 5] DRSS,

REDERERILESE

16.6 BENDEREHETHESE

16.6.1 BEeEERSE

EREREREE DR S F S ERRANEE (MRS - HTEMEYE R 6T Ry
BRI ME) (2X 7 h~A v dmg/kg Xid 6mg/kg & SlEHEL7ZES, ¥ 7 h~A >
DI VT T AFEA L, AUC IEEEIN L=, CL,. (30mL/min AKii) O BE K NG EE
(CAPD UM HEIT4 (2 He5) 128B1F D AUC 1T, BHEREIE & D BE IR TENENK




2GR N3 fEE o Tz, BHEREREERE X 7 b~A 2 4mg/kg b L < 1 6mg/kg i
R OIRYENE T A — X B 3R T WNEAT—%) %,

3 EREREER ANBEZICY T hvA > dng/kg XU 6mg/kg S ERER O KB RE

INTGA—H
- L9553 H A EEyiS MREHT
RIESREREE | BEREREE | BikREREE CAPD
4mg/kg
AUC, TP 417+155 466+ 177 560+ 258 925+ 467 12444374
(pg * hr/mL) N=165 N=64 N=24 N=8 N=21
Ty, D 9.39+4.74 | 10.75+8.36 [14. 70+10. 50{27. 83+14. 85| 29.81+6. 13
(hr) N=165 N=64 N=24 N=8 N=21
CLED 10.9+4.0 9.9+4.0 8.5+3.4 5.943.9 3.7+1.9
(mL/hr/ke) N=165 N=64 N=24 N=8 N=21
6mg/kg
AUC,, "9 545+ 9296 637+215 868+ 349 1050, 892 “
(pg * hr/mL) N=62 N=29 N=15 N=2
) A U
BOMSREOFREE [CL, (mL/min)] : IEH (> 80). #REE (50~80), T4 (30~< 50),
EwEE (< 30)

T 7) BHMEVERCRE - MG AR e FR T B OMRE R 12 0 45 D AV 72 BRI 5:-1% O K B
RE/XT A —XH

8”7 RUEKKEE MERE L VG ONTEFRETCOREYEE AT X —XF

Flo. RWIBE AR NEE (MEET FEMEE X O CAPD ElaE#H &) (¥ h~A v

> 4mg/kg b L < 1% 6mg/kg IKIE RTHFHERF O EFIREECOHEEREZERE (I —T 3

X VEE) 2R 4ITRTO, (7.1, 9.2.1, 9.2.2 BH]

2

F 4 KHBRERNBRZFITE T F~A 2 dmg/kg X% 6mg/kg A A iR O & 5
RIETOWREE & OHEEE
Cmax AUCO*24hr AUC24*48hr AUC48*72hr AUC0*168hr
(peg/mL) | (peg = hr/ml) | (pg + hr/mL) | (g < hr/mL) | (peg * hr/mL)

Hi&

4mg/kg
BT | 48 FERE
RS il
48 HERY
MR EHT | -48 Hef | 48.6~
FeFEM |72 WERY | 53,9
EilERa

54.8 798 482 798 4638

781 471 289 3838




JEH ¥£ Cmax AUCO*24hr AUC24748hr AUC48*72hr AUC07168hr
(prg/mL) | (peg « hr/mL) | (peg « hr/mL) | (peg « hr/mL) | (peg « hr/mL)
48 [
MEBEHT | -48 W | 43.9~
496 285 175 2425
(Be5A%) 9| 72 WRfE] | 4717512
Fﬁﬁl‘l’?ﬂﬁ 13)
48 ¥
MEBEHT | -48 W | 45. 1~
680 409 246 3368
(&gﬁﬁ)ﬁw) -792 Eﬁf‘ﬁgﬁ 48. 6"/%12)
Fﬁﬁﬁl’?ﬂﬁ 13)
‘ 48
CAPD 1D f'gﬁ 51.9 723 409 723 4119
EiliE
6mg/kg
1% % 48 ¢
1:5 jﬁ fEEJ 82. 1 1196 722 1196 6950
RS il
48 B
%% -48 ¢ 72.9~
1;‘ br i , 1171 707 434 5756
SRFEM | -72 BERE | 80. 811w
F'EEJB%‘ZT—, 13)
48 B
Mi%% -48 ¢ 65. 9~
t ,Jjﬁ i , 743 428 962 3637
(Be54%) 9| —72 BRRE | 70. 7112
F'EEJB%‘ZT—, 13)
48 B
MEEHT | -48 Wi | 67. 7~ 019 - 260 .
(Behpi) 10| 72 IREfE | 72,912
F'EEJB%‘JT—, 13)
. 48 W[
CAPD # 11 " 77.9 1085 614 1085 6182
EiliE!

H9) #HH&TH 0~4 FERIZIEHE

1 10)1 [B1H KO 2 [a] 3 & G-Hp 138 504 T4 44~48 RFRIIZ, 3 [a] B & GRF 3R G4 T 1%
68~72 IRFfH]IZ FEht

T 11) e T A AT

T 12) EEIRRED 1[5 B £ 5-K8 0 €, ~3 BIH #& 5-FED C,,,

T 13) 3 3 A% 5-




11.

16.6.2 FFHEREIEEBE
G TS REMRE B (Child-Pugh 73#EB) I 7 h~ A T2 6mg/kg % H[A AR
W LB OKMBNRE L, R A & Eb b leh o7z %0, RSk A B
(Child-Pugh 73¥8 C) TOIFMENREIIMRGET L TV 72wy GMEAT —4),
16.6.3 SksE
feEm il (75 kbl 1) MOMEREE RN (18~307%) 12, 47 F~A ¥ 4mg/kg HL
LS ERE L72BS, @l CIEE AR THE T v~ v i r V7 Z o A
#35% A% < . AUC, JTH 58% o 1o M3, Coy ICEIT R Do T2 GNEAT —#) 7,
16.6.4 /MR
2T h~A v dmg/kg ZHAIFARNER G LItk DX 7 h~A > OEYEREE, 7T A
B |G L7/ NREBE 3 REIC R W TEHI L7z, 1226 17 s O/NREBH TOREE
IR o722y, FEYBRET 7 7 7 A VTR & B L T e, 12 3R /N A
FO(T~11 Kk 2~67%) Tlx, 12305 1TmO/NLEE LT 2L 70T 70X
<, gEEEE (AUC, o TN C,,) MR LB UL 2o 70, ARBRICE W TH
MEITRE S e otz UMEAT —4) %),
16.6.5 %
BT b= A v OFEENRE A TEEEE A FEEC (BMI) 25~39. 9kg/m*] D pl AHER
F o6, BN (BMI40kg/m* PA_L) DR AMERE 6 Bl TR L7z, AUCIX, FF
i et R B & b U C P4 B D R B R CUEAY 30% . B EE RGO HRERFE Tl 31%
mrole GMEANT—2) 9,

Z0th
LR L




. ReM (ERLDOFES) (CBYHIEB

ERNBEFNDER
E I TV

Mo g

. ERAB L TDER

2. B (ROBHEICIFHERELGENI L)
ARFN D B 53 5 U BUE DREERE D & 5 B

- DEREXIIHRICEET HERE L ZTDEH
(V. 2. ZWRESUIRRICBE T S1EE ) 22552 &,

. REZERUVRAEICEHEYT 5EIB L ZDEH
(V.4 FEROHEICEET 1R 22452 L,

. BEERGERMIE L TDER

8. EELGLEARNIE

8.1 REIDFERIZHT- - TUL, MHEEOHBREL T2, RO LICEET L&,

8. 1.1 JEYIE DIRIRIC 43 72 ik & RBR 2 FF DR AT ST Z DFFED S & TITH Z &,

8.1.2 B G MIMIE, YL, R, BEOERELZSZE L., WU R, RAI O
Fe e G- S EEDHE L, BRIROTaRE LB 225/ NROMIM O GIZ L EH D 2 &, [17.1.1,
17. 1.2 ]

8.2 ARFMWHFIZ, CK LANRHESNTNWDEDOT, LFORICOWTHRIEET D Z &,
[9.1.1, 9.2.1, 9.2.2, 10.2, 17.1.1, 17.1.2 BH]

8.2.1 CKEAF G HITESC CH1ELLE) £=2V 7352 L, JRERARHO CK
FAZRBLUZEE T, KEEZEIZHEICE=2 ) 7 T5Z &,

8.2.2 CKAEAN 1,000U/L (GEYEE_LIROK 5 £5) 2B KA O I A/ 3F — Ol SUTIE
WaERTEE, HDWVITERITZ2V DS CKEZS 2, 000U/L (FEHEE EFROK) 10 %) 21
DU ERWINZ R L2 a1, ARloEE2hib+252 &,

8.3 AFcLDvavs, 774 7F v —DREEZHEFEICTMTE D HENRODT,
WotEEZ L HZ L, [11.1.1 5]

8.3. 1 FANCBEEBEEIZ O W TRl 2iT) 2 &, 2b, MUAEWEEICLLZT LY
— RIS THERT D Z &,

8.3.2 HEITERLTIX, 9 v a v 7 FITHT HREBLED L NLHHEHEZ LT Z &,

8.3.3 MIMFHEDLGGITEGEN O GR THE T, 7o, BIRNEN OHAE TR 5%
THH LIEL L O], BEEZZFHFORBIMRIE, +oRBIEE21T) 2L, FlZ. &E
BARE R I TEEIRS BIET 2 2 &,




6. HENEREZATHEBICHT HEE

(1)

(2)

(3)

(4)

(5)

(6)

(7)

BHHE - BMEEZFOHLESE

9.1 BHHE - MEEZEDOHDHEE

9.1.1 BAMIC HMG-CoA ZEEEREF R Z ALV EE
CK iz ¥ G- hidod s G 1 RILLE) LY BRI E=2Y) 7952 &, [8.2
Z ]

BHEEEEE

9.2 BHREEERE

(CL,, 30mL/min REDHEARE (MBBEHM XL CAPD ZZ (T TLWEIEEEZET))

9.2.1 AFOKGMIRZME T 52 &, HERRBEZMET OLERH D720, BHRE
ZEENCE=2 Y 7352 L, KEZ&EEHEFIZ@EE E1ELE) I bE
WHERlCE=2 ) T H 2 b, [1.1, 8.2, 16.6.1 5]

(CL,, 30mL/min LA EDRKAEE)

9.2.2 BHEREA M T =2 ) /T 52 L, CKEZHEGHIFE T I3msE GE 1 =L
b)) kvdEicHElICE=%Y 7552 L, [T.1, 8.2, 16.6.1 5]

FFaEEERE
BRE TR
HIEREE R T B FE
BE ST
ER T

9.5 1145
I SUFIEYR LTV D ATREMED & 2 e MEICIE, T8I LRSS faRitE % ke 5 &
HW SN DG EICOHRFEEGT L L,
AR T v MIZRWT, 7 h~A IR EZEET 2 2 AR TN D,

SEIR

9.6 231
W LA M R ORI O A AN B L, IR Ik 2 BT 5 =
Lo B MR T b VU AMEIREE (0. 045 /nL, LV IEE/ P
Ho10.12%) TBTTH D L BEESRE Y,

INRF

9.7 NRF
9.7.1 /NRFEZXIG & U7 BRRRBRIZ I L Tu7an,




9.7.2 N &bl LT/, /N bl U T AR R TR R O REEE D U 2 7 H34
KIDBENDRD D, A X ROFAERA X2 B NT=RERIC L0, MK OFHIE
PRI T 2RO TR A LT, [15.2 &[]

(8) =&E

9.8 BihE
— BT AE B REME T LT 5, CL,>30mL/min O &b Tl &FEI TSI,

7. HHEER
(1) SFREZELTDER
FE ST e
(2) BtREER LT DER

10.2 HtRER (BFRICEET S &)

A4 e WK « HEE T HEFF - fERRIK -
HMG—CoA B ITlESERH. | ASKI M OF HMG—CoA 8 rel2 2 FHEA 2 0F A U | #FA<BH
EH A KN ERT2BENANHD Z &0
[8.2 &M ] b, AAFEEHIT 2N D OEANOIRIEE

BT 52 &, 2 b OIEK A RTEE X LHF
LA T, CKEZHEEICE=%
YITTHI Lk,

8. ElEM

1. 8MER
ROBWERDB S oD Z N AHDT, BlEE HoIliTV., BENPRD LNHAIC
TG A2 IR 57 CEU AR REEZIT O Z L,

(1) EXGEMER & HER

1.1 EX7%EIER
11 Yayy BERH., 7F747F2— (0.9%)

(8.3 ]
11.1.2 SUERFEMERBHERAE (BEAH)
11.1.3 #mmARE (BULRI)

e, B, CKAE LR M RORE A7 w ey ERPARO bREAIC
F, BTG a2k d o LR AEEZTO 2 L,




(2)

111, 4 SFEEBRIER S (BHEERET)

AREN G 2~4 it FEEN, REE R MAEVERER RS, OVE AR 2 £ 5 dF ek
iR HE SN TWD, ZHbDIERCEEN & b b GEITiE, &H5E2FIEL,
BH AT v A NEEFEOBEE R EEZITH 2 &,
1115 KM= 2 —O/F— (BEARE)

AENE G IR = 2 — X F—OE R ERICIEE T 5 2 &
11.1.6 EFE (HEARH)

BEARLEORERERBEEENRLODLDNAZ LD D,

1117 BIEMXRE R (FEA)

A RIGR BN | FEEDWIN e SNIEEITIE. RAIO G- H 1k T
Yl ihiE a2 BB 52 L, AIEERBRIZ, 47 h~A L 2 E0IRETITOH
FIROMERIC L ST D,

Z DD EI1ERA

1.2 20t EI1ERA

1~10% B AP
& YLIE K O R PRISRG:, Bw&%, b o ¥V 7%
HUIE Ge. FHIMAE
MR KD > 3% 2, L/ BEAE, AFERERFEINE
e
TR R OV B, FEARELRTE, RAKEOR
Rt R, AHRIE
e FEED . BR. SRR IR
M, RE R
H R Ok e [EERPED F
ol EEPEAREER
IREG mliE, RifE, AT
Ll TR T besm/ M Wart, s/ IE AR
i/ PR . R, ELD. THAL
AR
I AT R e SIH.
P2RE B OB T | 12 T OFEIE, BB, SRE. /IVREK
e TaMERZ  CREIEME S HERE M)
AR R OV MR, IR, AE. PSR
R P




1~10% BHEANEA

B OYR B b Bl e

AGE R K OHLE R

e

LHEEROR S | 5 MEJJE, SN ROG . B
JRFTRETE 57 I R

HR PR A A JFEgREm A T (AST k|7 L7 F = B INR #00,

HoOALT BS. Al-P B |[LDH b5, 7o hu o v TR,
). i/ REGE D K| A e ey BR JRPIAS
BH AFEREREHE N SR o =)

9. BRRRERRICRIEFIZE

12. BRRREBERRICRIITEE

121 BRI b e VR T 7 AF VRIEE AWEEHEICBWT, 7 h~A v ol
R ORENERIC Ho@mnga. And b REKFN I AERTm by
R[] (PT) #ER R ONEFRERELL (INR) MDA AOND Z ERDDH, Bia B e
VIRNTTGAFURIKE T v A U OMAMERIZ X D RN EO PTIER & OY INR B0
X, X7 b~ A T OMBERIREN b7 7L T PT XL INR A H OB 25 HT 5 =
LIZR Y ATREM R R MRIZTE S, LovL, b7 ZMECTHMEAEM 28] i 2 4 ATEerE:
W d 5,

AR G- AU PT 3T INR AR FITE WSS, UFE1TO ZENEE LV,

12.1.1 2 BB AR OAAFIF 58T (F7 7)) (8 L, PT XiX INR OFFfl 2 4 0 K7,
7 7D PT XU INR 3 PAR L U B ICTE WA ITIE, o752 X% PT X% INR
OFHl 2 R D Z &,

12.1.2 PT XU INR O BH @l 2 5] & Z T o FEIZSOW TR 2 2 &

12.2 BFNEULT 7 U U BT 25 A 1CIE, ARG BItA% 5L B T PikemiEE %2 £ =
2V TTHT L,

10. BEHKRE

13. BERE

13.1 W&

AFNL, MmN (4 K TR EOK) 16%RE) SUIMEBRENT (48 F§fE] TR 1%
) WXV IERNLRESLHIIRESN D,




. BRALOIE

14, BRLOZE

141 ZEFFANFOEE

14.1.1 KA L SA T2 E Tl OABREER SUIERAKZ P - D EINZTHEMR L,
50mg/mL DK &5, 728, WAL HEMA D720 WMERE XUXIEfR% O34 7 VI3
L<IRE HEFIT, UFOFIRICHE > TR 5,
© A LFEO P RERIZEH AR,
< AABREE W OUTER K Tl 2314 TIVORNEEEZ STmb HERNP LD - D EEAT

D
S LA TV EET,
C SERICHEIR LT L 2R T 5,

14.1.2 W NICERIRINTEST 2854, 14. 1.1 OIRIEEZ O £HERT D,

14.1.3 MEEHET 256, 14. 1.1 ORIEE S HICABBER CHIR LR T 2,

1414 FARBITESHIHERT L2 &, B, RSUEHTREFELZLELTLIHATH,
RPFAatE . =i (25°C) TIiE 12 KL, W (2~8°C) TI 48 R LINIZHE 4%
z&,

14.2 FERIZESHOEE
NEDB TN & A2 BRI TGRS 2 2 &,

14.3 ER&&E M

14.3. 1 RANTAPREIER L OB Y 7R & IR FTRECTH 5,

14.3.2 7 Ul G0 mRIK L TR G RETh 5,

14.3. 3 BLATEMEIZ DWW TIHIR BT —F L7z, oA & [6— 0k~ A > %
L TRRHZTIEA LW & O 3EHZ [F— Ok 7 A > BIEFHEAT 556 121,
FoAZ b2 = SR (BRI Y v 7 ViR) & AR O 5-Ri# (iR
TARNITHT Z &

12. Z0toFE
(1) ERERERAICE D C1ER
BRE S AT
(2) FERRRREERICE D 1E#R

15, ZDfDEE
15.2 JEBGEREAER(CE D < 1BHIR

Ty MEOA XNZBNWT, X7 h~A T BEHEICL D ERHICEENL LT,
D M ORI LITRB D DN o T, T O, BRI B O
EVEXTEAGE R L, KO LR EZHES T, SRR OBREUH ALARIE 13786 ©
nigh oz, WEMMEFHEE GBI ~OREIIT T, 7y MIBWTIR
% 4 FUN K OA TRV TREER 11 8 EINICSERICEIE LT,




Ty FEROA TR WNT, REMRICE ROZEEGE 2R L, Hrer 2tz
Yz bboT) BEALIL, ZOZBIIIARNTF—ID bEHETRD LN,
I3 BRARA 0 X OB 70 5 B A X CRIli L7 & 2 A, FRERITIRER 6 » A L
WIZEIE LT,

TR ONHTA X FRR K O O FEBRE NI T Y) I T h~A v %
%H%%%W%ﬁbkﬁ%_kwf\m%4x&mﬁbfﬁwm Hh B
(50mg/kg/ H : C, DILEZTH) 1/2) 50O KRR OEMENR A DI, £lo, BAA
X L [EREOFT RIZIN 2 CTEREOZEMEN BTz, Zivh OFT I 28 H R OIRIE#ZIZ
EEEM A FE D BT,

4 BETAERA RICHE T b~ % 28 AWM (Ef% 4~31 ) $RIRNIES L2 BR
IZBWT, A X &l U TRV i AE g g & (25mg/kg/ H @ C,,, D HEZTH)
1/3) 2O EfE L O BEEL N A BTz, 2D O LIE 28 H I OIRIERZ ITIXFITE
L7z, 2%, 25mg/ke/ AFEGROMAREIZ, & ORI T TR L M
BEOHBNCTH o7, [9.7.2 2]




X. JFERPREAERICEIY S1RHE

1. EEHER
(1) EHFEBHEB
VI SRS BT 5T E | DB,
(2) RLMFBHER
R L
(3) ZOMOEERER
R L

2. sMHHER
(1) BEEHRSEHRER
U ER R L
(2) REHRSSHHAER
EER R L
(%E)
TVIL 12. (2) FERGRFRBRIZEE S ) DS,
(3) ElnEERER
MERR L
(4) BARMERER
M ERR L
(5) HEFASMHHR
MR L
(6) BFTRIEMEER
MR L
(7) ZOOH%SMH
AZHER R L



. BEMERICET SIEE

. RERESD

B AT A FREN 350mg (=70 PuyE Ve ST

By BT b~A v s | Zaun
) R EMEOLGZEICIVENT LI L

. A

34

. BENRETORE
FEIRARAF

B EDEE
(VI 11. 6 EokE] OESM,

. BERITEM

BERMERLTA N 2L
<FvoLEBY o)
ZOMDEHETE : 72 L

. B—BS - RZHE
[F—R 3R - % = B3 U FEH 350mg (MSD) i
m zh 3Bk Y RTF FRPUEME

. EREEEAAR
B4R

. HERFTAREABRVARES, EMEENZFEARD, REMBEAR
RIEIREARRAEA H 0 202348 A 15 H
G : 30500AMX00231000
SEAGIEYELEAEH B 2023 4F 12 A 8 H
WR7eBRMAHH A : 2023412 A 8 H

. EEREHREN RERUVAEEEEMFOFEABRVZORE
A% L



10. BEERR BEBERAREABRUVZORE

A L0

1. BEEHRE
L

12. HREHBEFIRICET H1FH
AANL, B (DD Wik E) BIFICBT 2 HIRIZED BTN,

13. &#Ea—F
o JEA A8 SR L | @RISR 2 — R 3 Lt~ MERALEE
Wr5e4 i ] ) HOT (9 41) &% _ }
INHE R o — R Y] =2—R) VAT AHa— R
BT h~A v o iE
6119402D1048 6119402D1048 129518401 622951801

350mg [=7"m |

14, {RERFGHRT LDERE

AANE,

I L ORI ER IS T D,




I. Xk

1. BIAXME

1)Silverman JA, et al. Antimicrob Agents Chemother. 2003 ; 47 : 2538-2544 (1.20210051)

2)Canepari P, et al. Antimicrob Agents Chemother. 1990 ; 34 : 1220-1226 (L20210052)

3)Laganas V, et al. Antimicrob Agents Chemother. 2003 ; 47 : 2682-2684 (L20210053)

4)Hobbs JK, et al. J Antimicrob Chemother. 2008 ; 62 : 1003-1008 (1.20210054)

5) in vitroPiEIEYE (a2 B U FEH 2011 47 A 1 HAGR, CTD2.6.2.2) (1L20230149)

6) GBI & -3 BR (3 = B U 12011 £ 7 A 1 H7&RR, CTD2. 6. 2. 2) (L20230150)

7) =7 a (RN ER - s e PR

&ﬁ7mHﬁW§ﬂ:E%%ﬁﬁﬁ

o RN R e E R

1@ 2 EREEPNE R« R 002 B HERRER

1D:7DWﬁw§ﬂ:w%%ﬁ%

12) =7 a2 LN R - Bl G2 LakER

13) = 7 o tENEEL © 7 L2 —@iE R

14)Aikawa N, et al. J Infect Chemother.2013 ; 19 : 447-455 (1.20210049)

) ERNFEIAHRR (F2b > UEM 201147 4 1 BAGR, CTD2.7.4.2, 2.7.6.3)
(1L202300147)

16)Fowler VG Jr, et al. N Engl J Med. 2006 ; 355 : 653-665 (1.20210050)

1) WESVEIARER (F = & U FFEA - 2011 47 A 1 HA&GR, CTD2.7.4.2) (1.20230148)

18) H AR NG 1 fHH A G5B (F o & M 2011 47 B 1 HA&AGR, CTD2.7. 2.2,
2.5.5.4) (L20230127)

1%5$A@%ﬁk%ﬁ%kbkﬁﬁ$@&ﬁﬁ&(%:HVVﬁE%:mBQMH2OH%
W, FAEWEE) (L20230128)

200 HARNGE T HERGRBR (a2 M 2011 27 A 1 HZKGR, CTD2.7.2.2)
(1L20230129)

21) MM EAER (=2 UM 2011487 A 1 H/&GE, CTD2.7.2.2) (L20230145)

22) WA EAE (=B UM 12011 4E 7 H 1 H&GR, CTD2.7.4.5) (120230146)

23)Snydman DR, et al. J Chemother. 2005 ; 17 : 614-621 (1.20210055)

24)Rand KH, et al. J Antimicrob Chemother. 2004 ; 53 : 530-532 (1.20210056)

25) HENHE (= B U FREM 2011 4E 7 A 1 HKFR, CTD2.5.3.1) (1.20230130)

26) 43An ., AR, R (F 2 B U FEA (201145 7 A 1 BHAKFR, CTD2.5.3.2) (1.20230131)

22 I F RN G I L 2D ENRE (F= B U fFEM 2000 7 A 1 H AR,
CTD2.7.2.3) (L20230132)

28) 5 (F 2B UFEM - 2011 4£ 7 H 1 AR, CTD2.6.4.4) (1L20230135)



29) FEH AN B REIE S EE 255 & Lo EKE3EERBR K O A AR N A RS & LT
TaXpxy REOHAERRR (o2 B UFEM 2011 47 A 1 H7GR, CTD2.7.6.2)
(1L20230133)

30) A RN RERELE 25 & Lo EEERER (=B M - 2011487 A 1
HA&GE, CTD2.7.6.2) (L20230134)

SDMC KRG L 7 M~ A v & T ADME 3BR (= B3 UM - 2011 4R 7 A 1 H7KGR,
CTD2.7.2.2) (L20230136)

32)MCHEFR 77 b~ A B HWTZIEAARN ADME BB (=2 B UFRER 201147 A 1
H7&Z8, CTD2.7.6.2) (L20230137)

3D HE NG xR & L7 THER AR (F2 v i 201173 1 H

W, EAWETE) (L20230138)

3R (2 UFEM 201147 1 KRR, CTD2.6.4.5) (L20230139)

3B)SMEIC I T DRI F TR T 2 &8 (=2 B 8RN £ 2011 £ 7 A 1 H KGR,
CTD1.6.2.2) (L20230140)

36) REIB A E2BEICBIT D AERTICOVNT (F2 > U8EM 20114 7 A 1 HIAGE,
FAEWMEE) (L20230141)

3D IR ARNE PR 2 k5 & LT EiEaR (o B U fEH 120117 A 1 HK
8. CTD2.7.6.2) (120230142)

) IEHARNNREE ZRG E LI R EHER (2 B2 TN - 20114E 7 A 1 H KGR,
CTD2.7.6.2) (1.20230143)

39) IE H AR NNEGHERE 2 %15 & LI BiERBR (F o By VR - 201147 H 1 AR
8, CTD2.7.6.2) (L20230144)

40)Buitrago MI, et al. Pharmacotherapy. 2009 ; 29 : 347-351 (L20210048)

. FODSETH
B - L A



XI. 35&H

1. ELEHNETOHRTIRR
BEARRNA

2. BB HBERIEFR
I B D iEsME . (A —A b T U 7 55%)
AR DM EOEE Ul RAWMFE~DOKE ] OHEOTHIILLTDOLEBY TH Y,
A=A MZ VT ETRERD,

9. HEDERZEIHEEICHTHERE

9.5 147

TR SUTIFIR L CW D ATHEME O & 5 Lothicid, 1R L oA S faidt 2 1m 5 &k
SNDGAEIZOHREETH T &,

HHRZ v MZBWT, 7 h~A 3Bz R T 5 Z LD LTS,

9.6 ZELI%

1B EOFHRMEM ORI REDOFRMEL BE L, RILOME T IE 2 BE+ 25 2 &,
b ML AT T b~ A U AMERIREE (0. 045pg/mL, LI FPREE/ Mg P HREEL : 0. 12%)
THATT D Z L BES N0,

&
\bﬁ%ﬁ

A=A T VT DM

(An Australian categorisation of risk of drug use in pregnancy)

% : Prescribing medicines in pregnancy database (Australian Government)

<https://www. tga. gov. au/australian—categorisation-system—prescribing-medicines—

pregnancy> (202541 H7 7 & R)

2E  FEOME

F—=ARNTUT O :

B1 : Drugs which have been taken by only a limited number of pregnant women and women
of childbearing age, without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human fetus having been
observed.

Studies in animals have not shown evidence of an increased occurrence of fetal

damage.



XI. &

1. FAF - REXIRICIR L TRERHIBZIT S ICH- > TOSERR
(1) ¥
A L7
(2) HitR - BMBURURERSTF 1 —J0EBN
AR

2. TOMOBEEENH
R (e
(1) BB
X7 M~ AT UEEM 350mg =71 ) (ESTHIK Tol SUFABREER ol 28D LT2HR)
A FESEH LBl E L. 25°C24 REfE £ TOREMZ MR L7,
(WRoe4s, #iEGE (WkoE) b4 13 2023 4 10 A BL7E)
(2) B A3EA - A2 6 20 fhH, 40405 (R 1) ZiEIRLT-,

BLA S A4 & No.
THW 7 2 LEHH 1g #1-17,8
A /731 100mg % 1-11, 12

HIT
KGAEEE (100ml,  PLABOTTLE) #£1-1,2
KGWEE 5% (100mL. PLABOTTLE) #1-3,4
77 ¥y b REEHEN > 7 500mg/100mL #1-21, 22

T
BT 60 % 1-13, 14
U7V O ERERE 200mg # 1-15, 16
7 a U 7E 200mg # 1-25, 26

AT
IR bA Y 2% = 1-23, 24
w7 BT AETER 1g TNP] % 1-39, 40
74T F=F LSRR 0. bg # 1-37, 38
7 7 v H— R 75mg # 1-27, 28
T4 =Ny 7 A S EEEA 0. bg % 1-29, 30
134T ~RY BT ATE 1 FHAL/10mL TAY ) % 1-17, 18
~/X > Na ¥ 1 HEAL/10nL =T 4 % 1-19, 20
AU TR 2¢ # 1-31, 32




Bl & 3 A1 4 e No.
EXi AaX gl SA TV 0. bg % 1-33, 34
AT o =S IR 1. bg 3% 1-35, 36
Sy 7% (250ml. V7 RNy ) #1-5,6
BAT
o7 o UEER 1g #*1-9, 10
(3) B 51k
D EA A

FLIZHEV, BLAIEA & ARFIEZELA Lz, BLAFIEOREMZ RIZRT,

O A FHik 1
AFN 1S T Y P THES A L 22 TEM L, BAEAICEALTX
IRV R CTRBRfRA L LT,

QBLE ik 2
iR (CERREHER, 100mL) 2 OAFEERZ U VU THRILL, BLA3EA 1 3o
T A OE AR 10nL 2 M2 THEM L, TOMKIZE L TE IRV BT K
W2y AREN L AL T Y o D TEF K Tl 2002 CTHED LR EIREG L TEL
RV IRECREBRE L L,

@FA Ik 3
MR (AEFRRER, 100mL) 2D AFREREZ U U THREILL, BAZKA 1 A
TN O AFLRIRE bnl 22 TE L, TOMIKICE L TE IR RE- ik
2y AREN 1AL T ) D THEF K Tl 202 THEN LIk Z2RA L TEL
B0 IR CREBR IR & L7z,

@FEJ71k 4
BASEAMEHEL S Y O TR, iR CERRREERR, 100mL) 1ZRA L TEL
R VIREHEIC, AH LA TS ) D THER K Tl 2002 TR LIz %
BALTEIEYRE TRk E L,

OBl G 71k 5
R (CERRAHER, 100mL) 20O AR Tl 22V P TERELL, AHF 1 3o
TITINA TN L, JEOMIKIZE L TE IRV BT TRt & LT,

®FAJ715 6
KHN 1A TS o D TEBAIER Tl ZMZ THEM L, BRAEAIRA LT
LRV BT CRERRR A L LTz,

DEA LT
MR (AERRHEiR, 100mL) 22D ABREREZ > ) U TEHRILL, BLAIEA 1 3o
T AT X AR 10mL, AF| 134 TOUVIZEBRRER Tl 212 THEM L, T
DOHIRIZE L TR IR IBE CRBRIRIR & LT,



@Bl & Sk 8
filiil (ZEPRAHERR, 100mL) M OAPREEREZ ) O TERILL, BLA KA 1 A
T D & AFREIERR dmL, AA| 1 A TIOVICABREIR Tl 22 THEML, I
DOFFRIZR L T IRV IR TR & LT,

OBLA 7159
i (PR, 100mL) MO AFREERZ ) U TRINL, AFI 1A T v
(AR Tol 202 TN, BAEEAEHEZ Y O TRIL, AR AR
2B L 72 iRICIRS LT L IRV IRETZKIC, AMAHEE TR LIZARK 1
A TV EIFTEOMIFITRE LT L IR IRE TREMRIR L Lz,

2) Bt Ak DARAF I 1
25°C £2°C/60%R1*+5% - # AT FCRIF L7z,
3) I E T A
SMEL, pH, FRTEE (%)
(4) 5

BT v~ FEH 350mg (=7 1) LAl s OREZBLRBROERE2FE 1 ITRLT,
#1 BAEZELRABR

PRI (LA 1R)

o Bt & #4114 s BLASAl | AF | KA | HWE N
| (BLE R A T 7 AR | MAE | Hik | HHH ﬁaj‘ Shr 6hr 24hr
[EXES
i e | e | e | e
el T - 350mg wH| mE | mm | Y
U g | “EPERARIR - 100mL /(El;L ! PH 6.27 | 6.28 | 6.28 | 6.28
PR (%) 100. 1 99. 8 98. 1
" e | e | e | e
KB AT 350mg WY B | Be | B
o
2 (RIFHET35) ERRI 100mL /ZS”;L > pH 6.27 6.28 6. 27 6.27
P17 (%) 100. 3 100. 2 98.3
W B | e | e | e
KERHEE 5% | 7 K o 900mg B we | we | e
’ (REREETIE) | g 100mL. /(;I;L ! pH 6.28 6.27 6. 26 6. 26
A (%) 99.8 98.8 94.2
I e | e | e | e
KERBEHE 5% | 7 1< 0 Joime w | WY | W | e
! (REREETY) | SR 100ml. /ZSH;L 6 pH 6.25 6. 24 6. 24 6. 24
A (%) 99.5 98.7 93.9
B i e | e | e | e
Sy I 350mg LI I I I
5 o FRUBZ A 250mL /Tl 1
(RIZHGETS) Ui W pH 6. 45 6.43 6. 40 6. 48
PR (%) 99.9 99.5 97.3
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