*20214E5 ekl (52h)
20214F2H eLa]

B R SRS AZL)
HRhHAE - 34

FTXxHI VT CRERIER
UESVN: i1

?71':'|i 'yaz@ﬁm&ﬁ(lﬂmg

BARERMIHES
876249

ZYVOX njection 600mg

) EE - EMSEOMTEI LYV HEHT A L

[ 3% S [ 21300AMY00122 |
| BEmBAsE | 200145A

2. B (ROBEICBEBRELEWVWIE)
RHN DI xT LS BEE DRI D & 2 BE

3. #R - MK
3.1 f8m%
W5tss WA Ky 7 23K 600mg
" i 300mL
S DESVRIR e 600mg
7§ KA 15.072¢g
o A ;i;i&tﬁ;l) RN SiltY]
pH i
3.2 RE DMK
pH 4.4~5.2
5T I #91 (B AR O )
" BN s ~ 2 B W O KRS

4. RHEEIIRHE

O (EIcHEE
FEICBEHEOX F2 U U MEEET N UEE (MRSA)

(EISEE)

BumfE., REMEBRBRRPE. BMIREE. M5 - RERVFTEIE
DREEZ, B

O (EIcHEE
FENCBEMEDONAYA I UMM I ATV AR -T2 oI 4
(EISEE)

BREELE

5. REERIHHRICEET 2FE

5.1 RHIOMEHICH 72 - TE, IHEE OB E 2 oo, FAl
L THEDBUREE K OAFN T 2 18 () 2R 5 2 Lo
[18.2.2%H#]

6. RERUVAE
WE L AR OI2E L Eo/NRIZIE) £+ FE& LTIH1200mg %
2N 2430, 11600mg & 12 & & 12, 2213055 ~2HEH 221
CHIMHEET %o
HE 12 O/NEIZIEY & V) FE L TlE10me/kg % 8iR¢H &
LT, ENEN305; ~ 2 M AT THRIEFHET 50 B, 1S =
& LT600mga 2 22T &,

7. BERUVHEICEET 2FE

7.1 FUEEHE. OGO ARG OVT oG hEII B
TH. 8HZBR 2HGOREWR OHEHIEIMRE ST WA,
L7ehio T, BAlE L CAKIORGIE28H 2R 22 EE T L
v [8.62MH]

7.2 FHNE T T LRI L CORIRTEE 2 H T 5. L72h>T
79 AENHS R G OIRAR LB SN E . IR GG
BELN DY a B 2 HA 2 0 L TR e ) 2 ko

7.3 EHHF D STENOYEZ
TEGHI 50 AV RO 2 g L2 B#F 2B W T G
RECTdH 5 LERI L 7235613, W CHEOFAI ) B 52
ENTE %,

8. EELREANEE

8.1 AHIOMHIZH 725 Tld, IHEHOEBEL 72, ko2 b
WCEETHI L,

- RYYRE DRI 100 e Ak & AR A FE ORI LIE Z 0 ED b L
TG %17 2 &,

- EGERENE, BRYEAL, BEERE. BEOERSE L ER L. #Y) R
B . RF O G- DS EEAHIE Ly BIROIGHR LB 7
AROMMOEGIZE DL L,

8.2 HHHHIAD H b D I LWHDHOT, Mm% EG (Al
B % HA) CFEHETAI L, [9.1.1. 11.1.15H]

8.3 AT Y F—L AZEDRHEMUT > F=T ADH S bNLEZ LD
5HOT, WA, WHOIERAE D E L b S b HEIliE, B
EREOZW A2 5 &) BEE TaiEs 52 &, [11.1.28H]

8.4 X5 MUY AMUEND S, I ENHLHOT, EIIZ I -
MU AEOWMEERIT) 2 L [11.1.75H]

8.5 FAUCIHEE, M. DIMERMEZS . KL - ML fE % 08 9 UOE M# %
TR E T HEEL R T, WHEREIC L) BRSO >
ALK R D L bND T EN Db, FIERE LIS %
1B L ASEME S, RE L MESE IR Y o SRS L O
FEECETFRARE LD ENDH L, Lo TARZRG T 5
it (&, 3 5-BE 0 L 359 UG- 1522~ 38 £ TIS I,
HR 22 NRIASD S bz, BHICEMICHMT 5 L) EET S
Zk, [11.1.8&H]

8.6 AH%28H B2 TG L7-h., HIREE S Sbhs 2 L
MY BT AR D 2 O TBIZE & 151 2AT
)Tl Fro. HIME, mERE. BH. HEKEO LS 2EE
FERDSH &b NIE . BHICEMIZEET 2 & ) IBEH & 5T
HZr, [7.1. 11.1.35H]

8.7 AHNCkBvavsy, 774 5F Y —DEFZEEICTANTE
LHEW DT, ROFEEEZEDLZ L,
CFHANCHMAEREEICOWT T RMBEIT) 2 L. B, iAEWE

BB TUVF BRIV THRT LI L,

SPGB LT, BT a v 2T A HEEALE O & B i
ELTBLZE,

-GBS G TR E T, BERLHOREICRE, +55
GBS EAT) T Lo FRC IR G FAERITFEERERCBSE T 2 L,

8.8 PLMIFDOMMIL., R T O MR 5l % (st 3 5 W hEME A D B
DT IHBEPICEBIERA I L 22 a 1 E 2 g 2479 2 ko

9. BENHREHJ 2BEHICHT 23R

9.1 BHHE - BMEEZDH 3 BE

9.1.1 ¥E5FICEN. BMBRIME. RMBKRDE. M/IVMRRDES
DEEMFIPHER STV I EBE. BRIFERZAETIEHED
GHRAPDELEE. BRPEDL-ORBICHL I BOREREEXHO
BERICEEINTOE, 503, FREHAL THERELNZE
. UAZBATHHERESh MO H 8%
MFEMRABIIEE S 5 2 & G, FMERRAAE, JLILERRAE,
MG A S O B REIH] O AE7 2B AT S A I12iE, R
Rl OG- IESFEOME) 2 NEZ 1T 2 Lo [8.2, 11.1.15H]




9.1.2 (AE40kgRimDEE
HMOFEBIHEE D 72 2 HAFRO 5TV 5,
9.2 BREEREERE
9.2.1 SELBEREREZOH28E
[16.1.3Z:H#]
9.2.2 MAEEREE
MBGENTRIZ) V) Fadh-35 2 LA E L\ [13.1.16.1.32: ]
9.5 14w
TR IR L TV 2 WTREIED & 2 T2, R EoFRMED &
Btk % L% LHIT S N DSOS T5T L,

9.6 Il
R EOREE R CRFLREO A RIEZ ZE L. IO/ h

ILEBET 22 &0 BER (5o ) THITHICBITT A2 &
RO LNTWA,

9.7 NR%E
HHMEEZI2BM ST 52 2EETHI L, ERTHEHET
DORFE (FERR34B K HAEWRICBWTZ Y T T ¥ ARV EE
RL. THEUREIZZ U7 T > ZAEBBUITEINT 2 L OGS 5,
[16.1.7%8]

10. HE{ER
10.2 BEAER HFRICEERTSCL)

R0 FRARAEAR - F5 185 15 B - b

B/ 7 3 VIRALEES (MAO) | WIEAIASHMAN R LI b | AHNE IR, w5k
PHE 5] AFEDRHODONLBLND DD, | MAOMEFHEZHT %,
L) CIERRE

7 N L) AR ME ES. Bz S S b s | RENTILERM, W
AR 31 ZENHHOT, BFORE | MAOHFEEHEHT %,
7 RLFY EBBRLENL, Ihb 0%k
T VTus =7 | FloMEEEEET 5% EH
I VMR G ARERS | ISEET A2k,

o = o fEBhEE Y b = RO B R O | ARFNE IR, Wy
3 DEREN FEIR (BEFL. &A%, A | MAOHEEHZHT %,
tu b=y VT L | R WAL FET R R
F) LY SARBLER | d SN BENDDH DD
(SNRI) T FHREETAI L, O
IR = FHIY | 1S OEE AR TR 51
AR B (SSRI) ek, AH &SRO
k< F— ViR WMhH sV TRr—FHD
N Ty o RIEH) %G &Ik d B 7 &) 2 L
L-bM) 777 R | BEITH) T L. B, kO b
) = UAEBYSE O L 2 e

PGk X BB AR IR A5 B

EbNDILNHDDOTERE

TrHZE,

V77 v EY Y EORRIC L | R
) AH) D Comax [z WAUCH* Z L
ZN21% K U329 F L 7=V,

V7 vET Y

FIIVELLEAT A | ME LS, BIEFSH S b s | AHNESIRRIRAG, W

e/ ZENDHDOT, KAk H | MAOHEMMEZHT %,
F=X i, FIIVEREOEY
¥—) FRAY BRI 1EH720
T A v F 5 3 »100mghh F) % 8L
SELHI L,

a: 77 IVERRE: F—X:0~5.3mg/l0g. ¥ =)V 1.1mg/100mL, #R7 1 > 0~
2.5mg/100mL

1. BMER
ROBWEHDH5DIND T EDHLDT, Bz HoIlfrve,
AR N3G 2 Pk 5 % SE R LER TS T ko

1.1 EXLEEA

1.1.1 S8
FGHIEIZ Lo CTRIEL 9 2 A1 (4.8%) - FHIERIEANE (1.9%) -
PLMERBAME (0.8%) - M/MRRAME (11.9%) 508 R - H
EONBTENDHL, b, AKAOERARICE T, U4HZHER
TAHN 25 L7235 (M MBI A RE D FEBHEE A < 72 % @[ 73
BOLN TS, [8.2, 9.1.1%H]

11.1.2 KBHE7> F—> X (0.2%)
AMT7 2 F— v 2EORHET > F—v ABH5bND I L0
o M5l WEMEDFERAHE D L Lo S b7z G R KA O 7
T R=Y A S L MR E RERIRIR A S OFERA B & b 712
13, BGEHIET 5 % WY A LEEIT) Z k. [8.35H]

11.1.3 REFE HEARH)
[8.620#]
M4 >avyy BEAH. 7F7147F%2— HELRH)
11.1.5 BEMmHmE (0.1%)
11.1.6 BF£ (0.3%)
V7T =Y EA BUNEAEZ L) BARENHHEDONL I LDH 5,
11.1.7 &F U LME (0.9%)
R, WA MR, AAAIREZ LS K M) Y AMIEAD &
bNDLZENDH D, [8.45H]
11.1.8 BEMXEBR GHEAH)
JEI I O TR D S b YA b IS 2 ik § 2% &,
WY R MEEFTH 2 &, [8.55H]
11.1.9 FFReES (BIEEAH)
AST. ALT. LDH. AlI-P. y-GTP%® L& % t£ ) ek £
HHbNDLIENH D,
1.2 2O DEIER

1%L E 0. 1~ 1% 0. 19 AN
k(3 IFREEREEIGE | MUDBUIAE, | SR ERIRAME, SR3E
IfLEREENAE
R - e os—XHEN, | CKEEhn, Bk R, EAavs T A

TI7—tH
m. &7 a—nv
IMAE, 5 A
B 7 ASE.
B ) 7 A ILEE

I AR EHE N

R R TR I
ARE TR Fu | WO | RIS, —8
Rk, EHEE | EROEMIElE, M
OiEEIR, | o F v, R,
ETET SEICH ARSE AN
i, X)H
TR 2 B, MokE, K

FIE . AL RS
. HIE, HokEE,
BRTETG e, PRILEI
TG BEgR REMEMAMIGE, | QTIER., MR, i
WML, By, | E. ALK, EAR%E
i P IR 2%
Wlige, BKHE, | AW WS, ISR A%,
M7k, S

ol WErk, g | B, B8R, | IR R %,
AR, S | FREYEA Ly AL | IR ZE, IR S
L RS 178, HE | DN B, S
b &OEH R, mEM,
WOE D, AROUE,
JEESE, THALAS KL, (AL,
AL

LDH#I, JF5

WP el PRI

AL T

Jigd FBsRERA | © )V E VI,
SR ASTHIBN, ALT
Hhn. y-GTP

BN, ALPHN

BER 98, BEIR R AR
5. FUBTERE %6, K2
JHAEE W5, AL
FLMPEEZ G 98, FE U8
YN GE: N L]
W B g

i - Btk i
WIRER - PEPRINEE, BUR, | B, KR, TR

Jhd EZS Sy, AIETE

I, PRk

oA RPRARIMERR D | B0, EE0E, | MR E,

i, MR, 1% | S8, n Y VS | ERE. TV VF -
[N M. THEB. | IS, R RS
WIRMERESIN | 4 -HCGHM ETE, 857, BIE
FEIT L RIS Wb
UG, TR/
BT T VIR
TSRS/ M 7 7 — 7
AT D FEE, VRS

HBME 7 — 7V
PRI G/ A
7 — 7 VISR /1l
[ESES OISR NE S
M 7 7 — 7 VIR




13. BEHRS

13.1 &
RHNOWEALG-DRED NI B, BEITIE UARERR A tEe & HER
SELTHFIRELAAT) TEDET L, MIEEHN TR V) Fo
SRR O bilz, [9.2.2, 16.1.35H]

14. EAEDEE

141 EFRESFHOEE

14110 F5HIS, ABEYWORDENLLDITFEHL AN &,

14.1.2 Ny 723 2L I2 X DN OFLOMERZITH) T Lo Wi
BN LN E121E, MRS IR b TV L WSS %
TeOMH LN &,

1413 Ny ZJOWBHEY IZBLZOHZE LTHEATAZ L,

14.1.4 KFENL, BHOKBE L HIZHBEZET LI ENH LN,
TNEEH J AT Z &1,

14.2 EXFRAREFOZE

14.2.1 EEAZ1E

KENZ. ROFER EMAESTH L,
TLAKRTY) Y YB, zulrsuvy VB, V7 A, RV
IVIUARF AU, Ty 2uv A ry5 7 bEF U, 7>
ZMYFRITLAL ANVT T ANEF =L R A NT A
7 M)T7XFV ST L

14.2.2 RANMOFH ZFEA L THHALZWI &,

14.3 EFIRESRFOZE

14.3.1 KFI 2 MOFH L RS T 2561001k, SFEAOED S
TR - AEICe. 4 icxE35 28,

14.3.2 K| EMBOIEH] % F— O 7 2 — 712 & 0 @it A3 55
Al AR OB IR & BLAZAL AR T S 2wl (ERATR
W) EAF OB G I R T = — 7 NI 2 &,

14.3.3 #&5:1&. Ny ZOFHfAR— N LT, HoR— MIEH L
Twnwz kb,

14.3.4 KFNL. KONy 7 THSHOT, KEALETHRICHAER
PHE SN L7280, WEEEAETH 5,

14.3.5 UFEEE I TRV &y

14.3.6 AFNLFMFA & LT 7 P EKRAWS% (128 v 77300mLH
15.072g) # & AT 5o HiEEHET 254 O EIE, 10mL/kg/hr (7
R BRI & L C0.5g/kg/hr) P& 352 &,

14.3.7 FENL, RAEAZOFENGI Y )Ny 7 ThH L O THERIBITMHER L
Twnwz kb,

15. ZOMDEE

15.2 FEERRRABRICE D [

15.2.1 4 X 2B 515 H B RERDOESHERRE (0. 20, 4040
80mg/kg/H : AUCOIELT, & b ORI S K OEIRINTE5- 12 B
T BIBEROZFNEN0. AR ERKU0.85LL 1) 128 WT, xHiEE
% G AIGREO MR, KGR ORI LR D IE s i S
TWBA, A XIB 2 Mo AEHRG HEHR T AR S 2 b
O H5N TV,

15.2.2 v MBI 2 (%) JaRe - e KL OIRILINC BT 5 4E
iR (0. 2.5, 15/ U%B0mg/kg/H) 12BWT., mAHER (AUC
DOIET, b b ORRORG K OEHRN G128 2 BHFR0Z e
NO. TR L O 365 1CHY) I T BB fE OB E LT 25 ST
bo T v MIBIT B ARG HE (100mg/kg/H.22~35Hfiit)
Tl BRI T R OHE T OTREZELAS, Wb Ay 7
ZAbE LT LN, Z0L EOBERIT, 37 HE~11E 0/
BEE WEIN) THOSNBLAUCHS.9ETH - 72,

15.2.3 WFEMET v MIBI D A 5-5% (736 H #i1250mg/kg/
H. 37~55H ##12100mg/kg/ H) Tld, EHAEDOE LT 25520
bNze DL EOBEERIL. 3y AM~11IEo/NEEE GLEAN)
THOS5NBEAUCDHS. 1ETH - 72,

15.2.4 W5 v b QIR OB ALY &) F50mg/kg/ H #% 5-5
(AUCOIELT, & + OfEOH G K OEIRNE G- 12 B 1) 5 RO
ZNZEN0. TR O 3MEITHY) 2BV T, ERI~4HIZBT 28
AR DOAAFEEIMET L7z,

15.2.5 T v MIBUF % MEAEERERE RS (0.50% 0°100mg/kg/ H
QGHEMES) 2BV, HHEH (AUCOIET, b oS
T ORI 512 BT GRS O F N2 N2, 15 % 0% . 0R5 12 4H2Y)
THEG4LEEOT A b AT O MEIZED D B SN AS, 1208 H
DF A AT AEIZZELIEA SN TV R W ERE SN TV D,
T v MIB A MoEFHERECTIE, 7 A MAT O EORHA I
O HNT VR,

16. EMBNRE

16.1 MepigkE

16.1.1 R A

V) R & BE D RS S U S EHE L 72t O PR Bhie < 5
A= %, RUENT D,

) 1) F600mg % 1285 1] & &2 SRR N FRBE% 5 (30%) L7z +
V) FOFIGRACMAE P (Cun) 133,68 1 g/mL. P35 & I i J&
(Cwmax) 1315.1 ug/mL & FHT & A0, BARERIR N FRERERE 512 00 HL4E b B2 130
ISHAEIZ BT AMICw (=4ug/mL) %A Ll -7z, U &) F625mg#
1H2[E1 2[5 & & A F IR N RS- L 72t 0 58 5 IREE IS 31) 2 M4 ik
FEHER 2 LR HEAROCHAANT— %),

F1.) AV FOEWEFENT X — & O3 (iR, 7HEN)

- Cunax Canin ¥ Tna AUCY tue CL
e (ug/mL) | (ug/mL) (h) (ug-h/mL) (h) (mL/min)
600 mg 5 Ik 14
59
[ 12.90 - 0.50 80.20 4.40 138
(1.60) (0.10) (33.30) (2.40) (39)
1H2MH 15.10 3.68 0.51 89.70 4.80 123
A (2.52) (2.36) (0.03) (31.00) (1.70) (40)
600mg#E [14%
5. (§E)
L[] 12.70 - 1.28 91.40 4.26 127
(3.96) (0.66) (39.30) (1.65) (48)
1H2MH 21.20 6.15 1.03 138.00 5.40 80
JLAEA G- (5.78) (2.94) (0.62) (42.10) (2.06) (29)

At Coin= A G5 O S ARIMSE PR IE (5 F2 1 285 D)
 HA$ 5D AUC=AUCo  (OFER 2 & MR F TOAUC)  BAEH 50D AUC=AUCo- « (0
eI 22 5 1200 (3 5-Wf@) £ TOAUC)
c: 626mgix GHEOFER L VIRFT LFIR L 720
[X1.9 ) F625mg# 1 H 2121 & & 12 SEE RN ERfede 5. (30497) L
7B OERIREEI BT 2 MBI ER (P = FiEmE. SHEA. n=6)
201
184
164
144

o

U3 Rl SErh g (ng/nl)

0 2 4 6 8 10 12
PG OREH (hrs)

By HARMNEREBAIZY) V) F600mgl H 20 FUEHIR NS L 7205
WIRBEIZ B 2 HEWBIRE ST X — % (CFME £ FHEfFE2E) 12OV T, Coa
1319.9+0.7 ug/mL, AUCIZ110.5+9.8 ug - h/mL. t12135.3+0.6hTdH -
720 K& (kg) 720 OCLIZ1.55%0.18mL/min/kgTH 1) . K ADOCL &
AR R L7z
16.1.2 B

HAR AR OFE A D BE D S35 7210 7)) RIS % fl v C R4
EPBREMATIEIC L VR L2 2 A, ) A V) FOEYEREL, KERY
EM OB EZ . RETOkgFHind0r%. M OREAOkgFEHOK D E 2o
BT A R OBRIRINFERBE AR IC BT 2 AUCIEZ 241 3%
U473 .5 g-h/mL. Cmaxld ZN2FN16.5%0030.1 u g/mL. t12136.9/% 0U°8.2h
LHEEEND D, COEYEEEDOLLIZL ), BAMOHMEEHEA L L 1E
HWwEEZBNLY,
16.1.3 Bi¥peEERE

BHREREREEICL D, U ARV FOEYEREIZENL o7, Lol 27
DFERHY, 73/ b ¥ OEEBRAHY (A) RO FaF o Fus
T URE (B) oW TiE, BRREREOREN R & 2 120EWw. AUCD
BIMASH STz (K2). BHAEREEIZX V. U A V) FolsEhiErEiEsid
2T, BREREEF IV, HGEFHOLE T2V DEEZDL
NBA, TEABDOBRMEICOVTIE, BRIIC T IRE S Twn v,



MBI &Y ) A ) FE2MO FEARHW IR SN D, MHEN EE
IZBWT, )R FERES L7223 0 O MENT 2 G L7- & 2 5.
P51 DFI30%AH33E ) O MFLENTIZ X D {ER Lz MEERIZ L 50 A1)
FOBRZFIZOVWTIE, F= o Tuniv, T2, BEETIRICBITS
AV ROSEPFEIZ OV TIIHRE LT ian® FHEAT—%), [9.2.1.
9.2.2, 13.1%MH]

Fe2 EFHERERE A N ORI A R ) F600mg % Al 3% G- L 720

VAV R, 73 bR OURERAHY (A) ROPe FaXxsFursy) v s

R (B) OAUCK Cti2O P39 (B ()

| e | ERER [—
sepmpe | RN pews | memm e
INTG A—4 CLcr>80 30<CLcr<80 | 10<CLcr<30 . P
(mL/min) (mL/min) (mL/min) IRIEHTIE BT
VA F
AUCo = 110 128 127 141 83
(ug-h/mL) (22) (53) (66) (45) (23)
tie 6.4 6.1 7.1 8.4 7.0
(h) (2.2) (1.7) (3.7) 2.7) (1.8)
A
AUCoss 7.6 11.7 56.5 185 68.8
(ug-h/mL) 1.9 (4.3) (30.6) (124) (23.9)
ti2 6.3 6.6 9.0 B B
(h) 2.1 (2.3) (4.6)
REAWB
AUCoss 30.5 51.1 203 467 239
(ug-h/mL) (6.2) (38.5) (92) (102) (44)
e 6.6 9.9 11.0 B B
(h) 2.7 (7.4) (3.9)
Al

16.1.4 FH¥EEEERE
B2V LPSEOERBEEERH 2B 50 2 FOEYBEIREIL, M
WAL L, ZL L 2 r o 720 BEFEEREEZICBIL2Y 2V Fo
FWFREIZ OV TIRIME L T an? BHEAT— %),

16.1.5 SHpE
s (65D EDBE) 2B 5 A FOEYBEIREL, RSO
A () LEBTH-7Y BLEATFT—%),

16.1.6 M= (BRERA)
BT D) A2 FOMBEREEEIBELY QEMEE R L. oA m
FEEL Y QEMEER L2 U AV FEE00mgH R 155 L 72t 03
)T T AR, BHEDEZ ) BBEEL D DT AR E R LA SFEOR
AT DT R B ING T FRI A B a2 3B bk oz, Lz
Ao Ty WHIZBW ARSI L T DA SN L HPHZ
WAHZERRVWEEZLNDY WEATF—5),

16.1.7 NREBE

(1) U AV Fl0mg/kg# /NI HIE SUBHNE L 72 2OV HSEWBIRE ST A —
¥ %, FEINTEHT L,
1) V') F10mg/kg % IR S L 72/ NEEFH O Crad22WTIE, ) AV
F600mg7z %5 L 72 A & QRPN S 7225, AE (BEHLE~115%)
OEE (kg) H72Y)OFH L) T Ty AFKE L BT OEIEEI A
A BT ENWSPERoTHDE FHEAT—%5). [9.75H]

F3/NBIZHR AHERHE L 72 0OFEWEE ST 2 — 5 Oy (%CV)

) Crnax AUCo-= tiz CL
Py paN

FHES (pg/mL) | (gg-h/mL) | () | (mL/min/kg)
ERTH RGO RE (FElksaE | 12.7 108 5.6 2.0
Fii) WAL (0=9) (30%) (47%) (46%) (52%)
EHTAKGO GERRIGENL) | 115 55 3.0 3.8
B (n=10) (24%) (47%) (55%) (55%)
- 12.9 34 1.5 5.1
728 (@=10) (28%) (21%) (17%) (22%)
. N 11.0 3 1.8 5.4
282 Al @=12) 27%) (26%) (28%) (329%)
e 15.1 58 2.9 3.8
3% AW-L1E (0=59) (30%) (54%) (53%) (53%)
N e 16.7 9% 4.1 2.1
12-178, (0=36) (24%) (44%) (46%) (53%)

a: 10mg/kg. H&AK600mg

(2) M= PEIEHTREAT & JiAT L 72/NREBEIZY &) FHER O AEHR G- o3
WEREF A A S BRI Y & V) FIREIZ T Y FHPKRE L, AR
WEFEICRETFIICEE L 2 W OUEHERF L 2 WS LR SN TV D MREENEIE A%
iy & BEAT L7 NBESE (861,0.2~11.65%) 12U V') F10mg/kg % 8IEH &
EANPAEREERE L2 & & ERIRRBRIC B U A=) A7) FIREO
Cunax L OCinin CFIME = EHEAR 2 S OVHIBH) (&2 2N5.84£2.77 u g/mL

(1.82~9.34 ug/mL) % U1.94+1.63ug/mL (0.335~4.62 4 g/mL) T -
7= WEAT—%).

16.2 DRUR (RRERLA)
VAV FiE, RS GER) BRI ISR S I ze e I i i
W3PS~ MR CRIE L. AR R 5138 100% T d - 72,
) AV FEERDGAEBNEZICES L & T3 55151 H A 52.2
FFRTIC BN, CoaddA917%B L7275, AUCIEZEIERHE S & Rk % R L
729 NEANT—%),

16.3 271 (RFERLA)
DA FiE, & MCBWTERPIRFHEFIER 20 Lz )R F
DB G A ZITH31% T 0.1~100 g g/mLOJEFFAIZ 3\ T —E %R
L7z0 EHARERE O AR RN AIZB W CFE40~50LTHh - 720
BEFRER BT, U A FOMER R & S h g o six1.2: 1,
TR & IR EE130.55 1 1 TdH - 7228100 (BEAF— %),

16.4 {3
YA Rl BRI TERIZEVERY) YBEOBRLIZ L ) EVRY VB
2O N2 R S . 73 7 = b R UEERAHY (A) RO
eraX sy oRE B) 2AEKT 5. REWBI. in vitroik
BROFER LY . EREEMBLSIC L VKT A D EZ HNBY,

16.5 HEtt (REERA)
BNV T TR VAV FOEE )T T ADKS% % DT E
IR TR, G REOH30% ) 4~ F & LT, 40%0#mBE LT,
10%25RHWA L L CRPICHRES N2 VA OB YT I v A (GF
40mL/min) 1354 BRE A BHEE L D B RME IS B 2 FIIN O EE
PEAVRIE S 720 FHIIZY 2V FELTRIZE A SRS, K55
DFICWBHHWBE LT 3% MUHIA & LTS iz,
U3 FOHEMEINAE- T, 207 T 2 ZShTh RISz,
Fo. HGERPEIMNT 210 VAV FOB 2 YT 5 v ARDEN )
7T Y ZEDENIET L2 B ol g w2 bida sz o
729 GHEAT—4),

16.7 EMIBE(ER

16.7.1 F b7 O—LP4S0ICE W KRB E h 3%y
Y&V Rige bF b7 a—24P450 (CYP) 12k hiitshzawvwiEz on,
v FCYPI1A2, 2C9. 2C19. 2D6. 2El. 3A4DEMEEHEL h > 72 ) A&
V) RS, EICCYP2COZ ko TR E NS (S) -IVvT7 7Y~
DOIYEREZ 1T & A LB SR Do T2,
VARV Rk, BERR (5 8) 2B W TCYPEFEL 2o 7214719,

16.7.2 EME (BERA)

(1) 7APLAF L )RV FIET X b Lo+ 2 08EYEEEL, PRS-
WX WEALL o727 (BHEIANT—% ),

Q) rrs<Avy R FLRT Y s~ A vy OEYEEL, %S
WZEDE L o 72® WHEAT—% )0

17. BRERRKIE

17.1 HMRURLMICET 2558

(Nav 4o UBERE (VRE) BEZE)

17.1.1 BHE MAEER
VREEHAED 2 W IIVREEIIEDS S DN AN BB R E LT, {EGHIL
FER B B O ETESH 2 B FERIAN DY ) B 2 3% 512 &k - T, mHE (600mgl H
2[]) LK (200mgl H2[™) % iy 2 /e AL Mk — EE MR (%
5HIH7~28H) #4772,
ZORER (FEHFHA §:57H 5 WIZERF D 5 SEFRINOY ) B 2 % w723 ER)
B AHEMRIILTOEB) THD,

DESVURN e

L 3iie 600mg1 F 2] LH2m

n/N (%) /N (%)
VREHeiE 39/58 (67) 24/46 (52)
JEGIEANE O T IfiE 5/10 (50) 2/7 (29)
BEM - BRI AR e 9/13 (69) 5/5 (100)
R S 12/19 (63) 12/20 (60)
Jiti 9% 2/3 (67) 0/1 (0)
Z DM 1EGesED 11/13 (85) 5/13 (39)

a : Enterococcus faecium. Enterococcus faecalis® ()t Enterococcus faecium D &) o
IR & OF R EIL. 600megtk G- B B HE. faccium |\ & B &G i B 38/57
(66.7%) E.faecalis\= & 2 G = 3/4 (75%) . 200mgh 5512 B BE. faecium |2
£ B IEYE B H 124/45 (53.3%) . E. faccalis\= & B IEGIEEH0/2 (0.0%) ThHotz (—
Ty MRIRREIC L B BEEEHE L E D)o

CRFERER L) A7) F200mg

ot DRSS, IR WE, RPEETE, ARG, B & 7 — 7 OVICBEE L 722 G E 7%

EOERESE TN D,

09 B, W% £ ) VREBYSE 2K 3 2 A8, 600mgl H 2[4 5-T
59% (10/17). 200mgl H2[I4%5-T29% (4/14) Td -7z,

o



A (600mgl H2[M) #5812 81 % L&A KEI7960% . BIfEH O
FEHUREBNZ208 (25.3%) T o720 FDF7% b DI, MM 3 (3.8%) .
FHEIEE2B) (2.5%) . WEH261 (2.5%) K OFB26) (2.5%) % Tdh o727,
) AF OKBNEL, 1M600mg% 12850 & 2 1285 (7275 L, 128 kil /NE I i21m
10mg/kg % 8§ = & 12#%5-)

(XAFIUCMMEE T NUEKE (MRSA) BEEE)

17.1.2 ENE THEHER
MRSAJEHAE D 2\ IEMRSAEHAEAFE DI D N EE Z RS L LT, g5
DB EEHINOY) Y Bz P G- 2 HE L L 7B SR (e 5 7~28H) 2175720
BHRTEEOHIRIIUTOEB) TH b,

n/N (%))
35ed
BGAHET g

Wit fie 4/9
BRAETE B R GIE 11
PRI R S 2/3
AWM - B R O TFARTAI 0 kg 11/14 (78.6%)
i & 21/35 (60.0%)

LA R AT SR BI10060 . BIVEH O ZEBUERNZE56] (55.0%) Thorze €
DE 7 S O MR AHELIF (19.0%)  E 111361 (13.0%)  FH#110%1 (10.0%)
PRI AETH) (7.0%) KOS+ U7 AMETH] (7.0%) % Cd o727,

18. ZewhEIE

18.1 fEFRA#RF
YAV R R Y — A LS L BTGB OTOSHIG AR O TE B %
Wiy, MEOEAGREHET 2. —H. KV —L2DMHED LV IETF
FREGOEBILIES T, MEHBT Rk OPIHE L B2 52,

18.2 HME{EH

18.2.1 HiFEH
VA Fidoyax A 2 VidtkERRE (VRE) RO2F20) Vigtk#E®R 7 <
TIERE (MRSA) 12 L CTHIR N2 E T 50 HAR, KRER ORI TEES 7z
RERIZ BT BMEC. VRE (Enterococcus faecium, Enterococcus faecalis)
JOMRSAIZA 351 %) FOMICwftiid, 311 d =4 ug/mL (Clinical
and Laboratory Standards Institute (CLSI) OEi#EEIZ#ES L) TH o7z,
% 3. Enterococcus faecalis\ZEEIRIEEA A 720, BISIFCTH 542,

18.2.2 BESMHER G AR VHIEERE
VRE K O'MRSAD 9 6 ARHNEZ R & 5 5 B oalgik: - HeEkidEix, CLSIO
TR 215, [5.150H]

VR R ORI R e

ISP S
S T*ﬂiizb:l%ﬁd@éﬁ@ﬂ; T4 A7 YRR X BRI
% (ug/mL) % (mm)
S I R S I R
Enterococcus spp. =2 4 =8 =23 21-22 =20
Staphylococcus spp. =4 - =8 =21 - =20

ASETEL T SRR, R OEME

18.3 M4

18.3.1 VREX U'MRSAIZxF LCy VA V'Y F & BEAFOBURSE & ORI
PO L 2,

18.3.2 In vitroik B (2 B \» T, Staphylococcus aureus . OStaphylococcus
ep1derm1d15 B D EKRBEEROBEEIZIO~10"TH - 720 Tz, 3
Fil o> B w0 MUK 21T K 2 BB 4 15 3 BR S BV B Enterococcus
faecium M. O’ Enterococcus faecalis % i\ 7220l O AREFE T, &4 OWFET
MIC i34 u g/mLA 58 u g/mL K% U2 u g/mL7A* 564 u g/mLIZ &2 MO T A%
D Bz, F 72, Staphylococcus aureus TIlE19M DMACEERE T, 4 ug/mL
A 5>64 u g/mLIZEZTEDIT 257850 65 72%),

19. BRKSICET ZEEZEFR

— MR 0 ) ) K (Linezolid)

B&75 © LZD

L2454 © (-)-N-[[(S)-3- (3-fluoro-4-morpholinophenyl) -2-oxo-5-oxazolidinyl]
methyl]acetamide

43 F 3+ CisH20F N304

4= 1 337.35

IR A~ EAEOBmRTH S,
NYTNT IV IT=)| "?’GW’?’T (e 7R M= MY ”?'@?5”’@'3— <s
T XY P ZRREITIZ L, 28 /=) (99.5) I << ~
r‘r-‘fw:cit/vt*i‘an‘&wo

{bEER
o)
o N NAO ﬁ
N
F H CHs

20. BIRVL EDEE
Rl EGA TV SIMHLE RO TM 2 HH L T2 0T, B0 ME % R
Fdz7-0, AT THE LAV &,

22. Ak
600mg x 5/\ v 7

23. EEXHW
1) #LPI%&¥} : Effect of Rifampicin on the Pharmacokinetics of Linezolid
[L.20090521008]
2) AENEER  E BB B B B G- Bo MhiEER L SR EhEE <
CREIN) [1.20040130061]
3) Stalker DJ, et al. : J Antimicrob Chemother. 2003 ; 51 (5) : 1239-1246
4)  ARNER R R S B B R RS L B EEE T A — 5 (H
AN (20014F4 4 HRGE, HIREE RS~ 1.1) [L.20040311024]
5) ALNER : BHEFIBITEIC X 2 EWBIRE ST 2 — & OoEt (HARANROYHE

NE#H) (200644 H20H KGR, CTD2.7.2.2.1) [L.20060310003]
6) FLPERERREREE B 2B 2 HWEE CRIELL) (20014E4 0 4HIKGE,
AR RS 1.2) [1.20140305173]

7)) FLPVERR R RERE S IS BT 2 BB CREIN) (2001474 H4 H KGR,
HEEEEEZE . 1.3) [1.20040130062]
8) Sisson TL, et al. : Eur J Clin Pharmacol. 2002 : 57 (11) : 793-797
9) Welshman IR, et al. : Biopharm Drug Dispos. 2001 ;22 (3) : 91-97
10) HPNEF © BARRHIRNIZ G RO BIRE X7 x — % (JEEIA) (20014:4 A
AHKGE. HREEEMEEEA . 1.1.2) [1.20040311027]
11) #PIEE - KA (20014E4 H4 H KGR, HREEREEE~ 1.1.4)
[1.20040311028]
12) Slatter JG, et al. : Drug Metab Dispos. 2001 ; 29 (8) : 1136-1145
13) #EPIEE © e E o FHE K omEr CREIN) (2001454 H 4 H KGR,
RS EEEZEAN.1.1.3) [1.20040130063]
FAERL D F b 70— AP4AS0DFHEE (20014F4 4 H KGR, B ERBEEE
~.2.3.2.1) [1.20040311031]
Wynalda MA, et al. : Drug Metab Dispos. 2000 : 28 (9) : 1014-1017
AR F b 2 a—24P450 2C9 (CYP2CY) DiFE (Tv771) v & DA
PEH. SKEIN) (20014F4 HAHARD. HEFERHTZEEN . 1.6.3) [1.20040311033]
17) Sisson TL, et al. : J Clin Pharmacol. 1999 ; 39 (12) : 1277-1282
18) #W&EE: oy ~A Ty LOMEERH (BEEN) (200144 H4HARE, H
FEAMREEAN1.6.2.2) [1.20040311037]
19) #LAM%&#} : Clinical/Statistical Analyses of Phase Il Trials : Infections
due to vancomycin-resistant enterococci [1.20040311038]
20) VREBISEAES] % k5 & L7253 (20014F4 B 4 HARGE REEEESE ~ .3.1.1)
21) HNER: 2 F ) ViR G T Py KR (MRSA) EAUEEE 1255 53
B ik FRER (20064E4 H20H %32, CTD 2.7.6.2) [1.20060310005]
Shinabarger D. : Expert Opin Investig Drugs. 1999 ; 8 (8) : 1195-1202
Eliopoulos GM, et al. : Antimicrob Agents Chemother. 1996 : 40 (7) :
1745-1747
24) CLSI Document. 2010 ;30 (1) : 76-78
25) CLSI Document. 2010 : 30 (1) : 96-98
26) ALNER A TV D RPUR I T B WHESEBUL O (2001
FAHAH KRR, WIS A . 1.3.2) [1.20040311039]

2. SBEHRERVEVEDESE
77 AF RS R Y —
T151-8589 HUHUHBI A XA % AR3-22-7
FAIAHEHR S A YV 0120-664-467
FAX 03-3379-3053

2. WERERES

26.1 BLERRFTE

7 7 A A&
FORUHR AT XA 4 AR3-22-7
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