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IR 1.3 0 0.3 0
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o 2 F] % OB TR e
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FoRiwpER¥
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A
oo F
0.3%

1A 3

AL IEE 12 pF- 2 600 F L0 s R iE 28 X pF > ZYVOX € i#

B R v 2 HBRGEFEFEZRY ZYVOX 28 4 BF L | Hkp B (TL&;
T B e/ A2 T5%R KK ) s 4 2.4%(% #E5% 7 m& 4 4%
3 10.0%) > @ R E S 1.5%(E #E% P m%;ﬁ‘ Ei ;%Eﬁ] 0.4%3% 7.0%) - i r
11 b i A 5 #9858 f ¢ » ZYVOX 25 2 B ¥ a | 4 8P /;ak
T RE N AR T5%R fv_&_—*ﬁ)m:;}i; AR A s 129% 0 @ vancomycin
13.4% - - B2 5-17 e & b’i’;ﬁ‘_:}ﬁs AGHEYTET P ZYVOX g A B FE |
Bp o HE A A s 0% 2% 0.4% o ZYVOX #7is & i o] 45 8

?’
B R F -
—Q

(& R
KIS
#*
cefadroxil =

FEY R E L EF M (- RS 2 A ) e BB RS 0 AR A e
PP §LEHPDIF PRI FFFRI/S AR A5 2 PHBRAERRY T2 8
;‘)E""‘f&ifv'?:f{%’\ FAAA BB AMAT XF o - ZYVOX h A F 240 o 54
W meE 4 f a2 A enE 2 linezolid Gt F B iRk § oA AR 2 (%
G %%Lza_ L7 (5.10) -
PERTEEL G A FRFBRIEE TR A ZYVOX e R EZ B X2 F EF
LR LT HRFHRPIEECE I ERALENS T EERTEBE A P L7 H o
e T A frd AR IR IRFR N R E AL L P RRREL A E
ﬂffﬁﬂﬁ_:}{% AR AT
Fow ZYVOX $t R fp/kidd&® » 1 » N - I FREF I L R B EL L4
A
RSt Kol K | 6k
ZYVOX Clarithromycin | ZYVOX |H & ¥t 5
¥ o®& I W PR Y
400mg 250mg 600mg AR
E12 ) - | K12 - & | E 12 P
=% =%
» % % Hemoglobin (g/dL) 0.9 0.0 7.1 6.6
n - 4 # P Platelet count(x
0.7 0.8 3.0 1.8
10%/mm?3)
v w3 # P WBC(x 103/ mm?d) 0.2 0.6 2.2 1.3
V%’ P w3k P Neutrophils(x
0.0 0.2 1.1 1.2
10%/mm?3)
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* A M EcETFEE R TR E 2 T5%:B X (Lbﬁi&v*v‘ Mo o P pF oo BBt 50%:% i1
H) AR EF T T lﬁ"fré‘ﬁﬁilﬁi 75%:E (K (O g ¢ B TR P
R B~ 500638 K ¥ ) o

T %P 2 ¢ 42 cefpodoxime proxetil 200mg + 12 /| pF— = ~ © R ; ceftriaxone 1g + 12 /| p¥ -
=~ %1 gt dicloxacillin 500mg = 6 ) pF— =t ~ v PR ; oxacillin 2g # 6 /] pF—- = ~ %L
%+ ; vancomycin 1g * 12 /| pF— =t ~ #% 1 8 o

#2372 ZYVOX HRipk#F&k? > 15 N R- —x%;'-g.,ﬁl#‘m*ﬂ_,ﬂ ub%ﬁ-ﬁﬁf,ﬁ_i&&:}%

MR L oL K e shih s i
B #
¥o& 2 K R ZYVOX |Clarithromycin|  zYVOX |8 ©# #@ &'
400mg 250mg 600mg
& 12/ pF- =& | & 12/ PF- =% 12/ pF— =
AST(U/L) 1.7 1.3 5.0 6.8
ALT(U/L) 1.7 1.7 9.6 9.3
L% & g7 (LDH)(U/L) 0.2 0.2 1.8 1.5
W i EF (Alkaline 0.2 0.2 3.5 3.1
phosphatase)(U/L)
’5 = (Lipase)(U/L) 2.8 2.6 4.3 4.2
#k ¥ f= (Amylase)(U/L) 0.2 0.2 2.4 2.0
v % (Total bilirubin) 0.2 0.0 0.9 1.1
(mg/dL)
F% % (BUN)(mg/dL) 0.2 0.0 2.1 1.5
svfs i+ (Creatinine)(mg/dL) 0.2 0.0 0.2 0.6
*AMEEL ¥ LY VB2 2R BFF  AREEA L F P ¥ UL 2R

pagiEz 2588
t %/ = # 4z cefpodoxime proxetil 200mg # 12 -] pr— = ~ v J& ; ceftriaxone 1g # 12 |- p¥ -
=~ #9% ;1 8+ ;5 dicloxacillin 500mg =+ 6 /] BF— = ~ v PR ; oxacillin2g # 6 /] pF—- = ~ %1

&+ 5 vancomycin 1g * 12 /] pF— =t ~ #F % 1 8 o

22D ZYVOX $ETRA RS o1 5 M- A MFR K o R R RS B2 0 d s
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F A

PAF e A e g Rt
F % o %R Faogg sl

ZYVOX |Cefadroxil| ZYVOX [Vancomycin
» %= % (Hemoglobin)(g/dL) 0.0 0.0 15.7 12.4
% - 4= # p (Platelet count)(x 103/mm3) 0.0 0.4 12.9 13.4
5w H#c P (WBC)(x 103/ mm?®) 0.8 0.8 12.4 10.3
7 ik s sk de B (Neutrophils)(x 103/mm3)| 1.2 0.8 5.9 4.3

* AR BE T PR R T UE 2 75%&@—%‘(#“ ﬁ?‘ug v o IR pF o BBt 50%:E i

H)AMEE T B o D ¥ T U2 75% (00 g P kY s SR pE o R B 50%:R i1 )

frak Rl 2 75%:B M F (drd A MEE K0T ¥ T OUE > v fef Y i d i shdgp BF o BB

50%&?&—*‘ Pt ZE R BBt 90%:R fﬂv*ﬁ) °

T5-11 & i A 4% ZYVOX 10mg/kg # 12 ] pF— =t ~ v JR > 2 cefadroxil 15mg/kg # 12 ] p& -

Fov R e 12 s b A dR X ZYVOX 600mg & 12 ] pE- =~ v R o 2 cefadroxil 500mg
2/ - =X~ TR o

N2 3] 1D K s 4 Be% ZYVOX 10mg/kg F 8 f BE - S s BRI SR E MR T
BRBR G 5 4% =% vancomycin 10-15mg/kg # 6-24 ] pF - S~ 3R 6 o

- DA ZYVOX $HRRAERY 2R - A FFRV LG P R&REL b'C'ifJﬁi

AR

7 % F i B 2eag sedt g F e F sk A\ H B g Rt
ZYVOX Cefadroxil ZYVOX|Vancomycin

ALT(U/L) 0.0 0.0 10.1 12.5

g p= Lipase (U/L) 0.4 1.2 — —

Jk += f= Amylase(U/L) — — 0.6 1.3

4 *& ' % Total bilirubin (mg/dL)|— — 6.3 5.2

»uhg B+ Creatinine(mg/dL) 0.4 0.0 2.4 1.0

*RMEER P R F P UE2 2R BFF ANEEA R H P v PR 2R

ARE 2588 O RAEFHF mﬁw 1528 F)-

To5-11 & i 44X ZYVOX 10mg/kg #+ 12 ] p¥— = ~ v J& > g cefadroxil 15mg/kg #+ 12 -] p%

- &~ U PR e 12 b i A % ZYVOX 600mg # 12 -] pF— =% ~ v JR » & cefadroxil 500mg
2/ - =~ TR o
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e N 2 ) 1L K hgn 4 E ZYVOX 10mg/kg £ 8 o B - =~ 8 ARG ST PR g
2 T HEBRF 5 #& £ vancomycin 10-15mg/kg + 6-24 | FF - = s 3R IL S o

T ZYVOX B E B IR A o FIG AR FAEH LI AR
BLALG Bl F Rd A F ALY PR EL R R ATIRM G

o RAEFPHI(S AR P B R IRBES C 2MA KRS LR (AR EF AR
FH(5.L1); 740w 3T e § 5 (sideroblastic anemia) -
o FPEHEHRAARN LR FRHEEMLIRS (FREFL[ALEAGL) -
o PP A GREFIALFAGCLY) - BAGLE LI RFL AILAD A
SR RY 28 B A A o R P RIRIE A E A ST R
o RAEY L FAHFUA - ¢ RERBWA (oF B L FF v i lA) e opioids
A ZYVOX & 5 40 b ihs F Rk W L (3R EF AL L FH(5.L3)) -

e EP (4REFE[LAER(GLY)-

o EAF i FRKE A FBF e RENUL R FH BAF o (blhed B

A% f# g 2 Steven-Johnson g i+ 2 A K B %) 2 #Baclis ¥ L o

o W i linezolid Bt I KA G R 2 FHFRS DEL o b wHREER R
g L o B R E ST PFR(A I RT )L T RS PG T AL ¢

o HMuo FREMAEMLB(LREZILIAEAGLY)) -

o M g fo/A fl fcE 3 i g A sk 1 3 (SIADH) (S R EF 1R ¥ 5 (5.1.10) -
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93 300 R 4RI D o F K G OB R T RS AL R A linezolid e AL -
B B ¢ 0 4 R4 % 3000mg/kg/day o R B IR A Y TRR R LS B E K
cE B % 35 % 2000mg/kglday A R EE LAY 4 TRA R B R I AT -

—h
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1012, AR E5E
12001 e B
Linezolid €. - fa+ud % (-2 4) o

TeR
e gk

Linezolid ¥ - #& * 1 & & ¢ % > > oxazolidinone #f > v sk * 2 3 & & 75
vg I PR HABEATE S PR L o Rk 7 linezolid - 2 F A EE A

B3 F|3 (€% o Linezolid ¢ ¢ 'w ] 50S 1 #& -] 48 (subunit) * £ 23S + 4% RNA %5 & » &
Pk 74 0 e T0S Asdedf £ e A o gt AT £ R A EAEY L R D T o R
B (time-kil) e 7 2 5 81 - H9 kAL (entefOCOCC')‘f‘?ﬁ 4 7k b (staphylococci)
@ % > linezolid & 4+ 7 4] (bacteriostatic) - ¥4 7k 7§ (streptococci) * % #cehs d Ftk

% linezolid & #& 7] (bactericidal) -

\E

et

R b 2 kg ot 0 23S rRNA ¥ 21 % % (point mutation)#? linezolid s {4 5 B - 4 3F
£ 4p & B Rk i * linezolid #F & »vancomycin $% {# Enterococcus faecium $¢ linezolid
AL REY - jAFL 4 0 ARk * linezolid # B > methicillin 2 £ §F ¢ F
% 7 #)(Staphylococcus aureus) ¥t linezolid 2 # 1 4% 4 o iz 4t o F 4 linezolid i &
'ri“’wi’ fw 7 23S rRNA 8 gh R % (A 2576 = % ' 159 R efeg [thymine] B~ i+ 5 vk ed
[quanine]) 3 B o d > %% 23S rRNA & Pt v (L3 4r L4)ehd ¢ A F IR E %A
¥ oxazolidinone #g # 4+ & 4 LM o4 $ 538 F % linezolid & 4 % = FL#E Mo o
P AHMBRE W40 Ik R linezolid A E P o pt4R M d 3 TR P o cfr
(chloramphenicol-florfenicol) /A 145 4 > F R8s & § § 7k g2 & @:f o

CERRY SEE SR

E

o p s e 22 7 8 IR linezolid 2 vancomycin, gentamicin, rifampin, imipenem-cilastatin,

aztreonam, ampicillin & streptomycin z. B % 4¢ = i * (additivity) && & B [+

(indifference) -

8 ooh R Tk P R 4o linezolid A § o sn ¥t iR T A e 4 ok 3 F R (isolates)
5@% i (2) ©
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EFLBER

Enterococcus faecium (#**t # vancomycin 3 % 2 cha 3 F k)
Staphylococcus aureus (& 4% % methicillin 3 <%} a4 3 F 1K)
Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

T U RBROT T SF R HFESRRE R Y A FH o A2E 90%HT

7| jw ) BE T 0 RE v B ) ek R (MIC) B 2% 5 5 5F 00 ple A ;Jp' 1 linezolid g X 4 7%

7 2k(linezolid-susceptible breakpoint) o Linezolid * *% /o io & fw g #7id = 2 TRk 4
2P o W AREd FF NS G VA HRENTREFRET o

3B E

Enterococcus faecalis (# 4& ¥+ vancomycin § 4% {2 ch 4 3 F )
Enterococcus faecium (# vancomycin 3 g & |+ ch4 3t F 1K)
Staphylococcus epidermidis( ¢ 4% #F methicillin 5 # % | 4 3 F k)
Staphylococcus haemolyticus

Viridans group streptococci

2 WSKEER
Pasteurella multocida

11’_5\; H (Susceptibility) & %

I M AES TS H S ES I RT 2 B AR PRI 0 LR R RIGE S R 2
mr%? Pal > F % B https://www.fda.qov/STIC -
12102 #xERBFHE
- WAL UBEHBES 2 X FHEFHRE S DRI RFAREQTF R
P40 iR X Fs& P& H A ZYVOX 600 = 5. (1 /] BF IV ﬁ*]’ ) H & ZYVOX 1200
E (LR PRIV BL) S % A A v ORI RSB F B o 600 ¥ A2 1200 F
I ZYVOX #E 7T »dxn? ERAFAALERETFEREY > P AFRIPP D
QTc & # (QTc interval) # 38 -

10.313: 2 fpp o 4% > T
1311031 XBH - REPHEIFAAHSHETRATAEFHF S L qTy LT
& linezolid shi% e 4 - & £ 4995 - S & 2ok ¢ R R F 1A 4972 (Ames o FIE & f
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https://www.fda.gov/STIC

@ %2 CHO Mm% % %)~ # * unscheduled DNA synthesis(UDS) 4 45:% ~ A ##f = 3% el
b g %éa“—i ¥ (Chromosome aberration) 2 % ;2 4 &8 p - & -] ¥ (micronucleus):p| z& ;= >
linezolid & % € % M 4 d § %72 (clastogenic) o

R fem 14 X B e v PR linezolid £ % i 100 mg/kg/day ch&| & - & SR E % 7 %
2k o Linezolid # ¢ 2888 Evpid X Rend 554 & 4 7555 o F 2 linezolid =% §
>50mg/kg/day FF (kR EE X QENA LN AWMERE > 2 135 AUC K iFv 1) >

=N
ERPARETEMEE ML S N T o BAEY D g d A
o BB wmie £ 3 2,2 8 F 2 B (orientation) £ F R AR 0 A a3 o 2
4% MV R P E A wre e < (epithelial cell hypertrophy)* 3 4 - 4 g & F ¥ X &

pEzed A AR EBEEYF T LE linezolid(% 7 2 36 % < pF &2 linezolid

50mg/kg/day ; % 37 & 55 % < FF % ¥7 linezolid 100mg/kg/day; ** x g & 3 * 1 11

BRI p AT AUC * 17 B) FISHRPFL a4 Edglecn™ K o f 0@ Aad g
1

PEFIFTG DR EBEEERSY 68 FAEE5X) 374 2k BE(AISD T 21 %)
‘ﬁﬂﬁabﬁéﬂi35ﬂiﬁﬂ$%i%ﬁﬁﬂi@4@@ﬁﬂ?°ié@ﬂ
B AL KNI RHEL TREBRIINV PR T ERFS EE T AL G

%&m&z%#iﬁﬁﬁwﬁﬂﬁ
G EREfed # s B2 o linezolid § el e By K500 o # P 285% ¢ LR 27 & &
foi * PR AR o BPraEr  prid A4 F wie s > (hypocellularity) - i
AR R R e B 0 2 TR AR el I
DR B DR RER o MR M T S RHF S N ik L > SR R
MRS CHERE M ER B > AR TR LRI IR R 2 S Fr
OB

X v PR linezolid i 6 i * g+ &¢ > R 7 HEX 80mg/kg/day Fze+ &N A+
eI ER SR A EHRITC 2R E 0 BB DY KRR BRI -

P AR e A QORI F A I 2 R o Bp RARBIIMF OO -
A R AR e EE TR D ARY G DE S FA R 28
BB RIS I AMP N SRR Lh P LR

e Al ST A AT T S R X Renp B E
|2 %% o

=
>
?m
RN
™.
et
|
ey
~
3
=
il
=2
(ﬂn
|
o
<
MB
z%ji
o~
S

& AR SRR PR BEBRREI G B LR
BARRFEEPE S SRR OTR T AR > B AR P 2 TR R R 3
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FL e

1123 e FFE

4 H S e v RZ #F0%0 linezolid T BB RS FEAEETEA N o & 12 )
pE TR 600 F SLA| R 1 AR TR PF o linezolid ik Ik R Ao B - T o

4~ 1 A e Linezolid T3R8 X )& 6 & Sk
Linezolid Cmax Cmin Tmax AUC* t2 CL
hd) pg/mL | pg/mL | Hrs ug * h/mL hrs mL/min
600mg 4z ¥
H- 12.70 1.28 91.40 4.26 127
(3.96) (0.66) (39.30) (1.65) (48)
£ 12 | & 21.20 6.15 1.03 138.00 5.40 80
(5.78) (2.94) (0.62) (42.10) (2.06) (29)
600mg
# % e
H - # B 12.90 0.50 80.20 4.40 138
(1.60) (0.10) (33.30) (2.40) (39)
512 | pt 15.10 3.68 0.51 89.70 4.80 123
(2.52) (2.36) (0.03) (31.00) (1.70) (40)
600mg
TR F A
H- 11.00 0.97 80.80 4.60 141
(2.76) (0.88) (35.10) (1.71) (45)

* ¥ - &€ 7 AUC=AUCo-..; % % AUC=AUCo.t -
*@MMWM§%§ﬂa@ﬁ&%:%Wz%ﬁM§{u05+%@zo
Crax=s ¥ R BB E  Chin=s » EREME  ThaxmE Pl ¥ R B G EOPER
AUC=s ¥ R RHPE 20 87 05 ff 5 o=@ ig £ %8 5 CL=2 & finif 5

n
©
1

n
&5
T

—e— 600 mg oral every 12 h

- - N
n o O

o]

IS

LINEZOLID PLASMA CONC, pg/mL

o

4 6 8 10 12
TIME AFTER DOSE, hours

1)
N8
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M- A& 12 ] pFr pR600 E sucn® 12 > 48 Tk & pF - linezolid é’ﬁL’ kR(THEL
% % - n=16)

T i Linezolid T RIS TR 2 c PREE X - T - FTEFEAB L Jf:/ B H
GHARMY Y F XG5 100% - F]t linezolid v 2 v PR FF R Y 5 m IR DEHE -

Linezolid x 22 pF 2 o 4 g % B @ 8 o § linezolid 2 3 "y a5 % pF o> 7| 5
B REROPRE s 15 ppF2 22 o atd? kRKRFEEHHLY 17%-
Ao fAlrmaERFd 21 A2 0 RTER RS (AUCo-w)4p 12 o

AT B2 A ERF G o linezolid B 2 4D R LR ERSE
Linezolid chd-v HWH & 5+ 5 31% B EF L FRNERS KAEMN - &
Ap R K o linezolid G AR Rk B PE A R TS5 L 40 2 50 22

KAP 3 ' 22y - BTk Rk DK Fé?‘f A % = & linezolid 8 - Bl 41 linezolid %
7 FRRY gk R o Linezolid fardiz v n P ek R F 5 1200 1 AF e

[ [
Pk R 5 0550 1o

& B Linezolid i & %4 /= 5 morpholine T eh§ i > i A 4 & B 25 kA
& H 47 B % L (carboxylic acid) & #f 4 @ aminoethoxyacetic acid * # 4 (A) {r
hydroxyethyl glycine @4 (B) o 354a B - S 3t A cha) = § 5 d pE 3203 = eh o
MmoRE B i B D M- A TR i By S MR EN
linezolid x> 44 N 3> ¥ 5t .5 d A §wmPe ¢ % P450 R #Hiit v o 22 @ > linezolid =
RHRIEA AT DR o

#OMIETREG S < 54 linezolid > ¥ B 5 i1 65% AR LR < 55 30%
A £ v linezolid 27 s VIR A e ¢ om 5 40%sHE £ 0 B B 2 10% 0 & i
HPAGE N ERY o TROTHRGF A0 /0B [T T E R R
LG o F LT %*ﬁ linezolid NI & £ T ¢ » 2™ 5 6%Z% 3%:H& & & %] 11 330

Bz i ANIREEITY -

H ¢ linezolid e £ pv > BLE T Brif 5 3 o) R 2RI G 0 B F G A Y R R
JE B P o linezolid T{r2b % M » Ra S RFF L Biv] > £ 72 pEA

BT Ry
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;,;54 DR EgG A (B5 AR D )nER S F g R XER AT FLEN
J o

fi ck-
w})q,

FEF A RN ZI LT APIIH A (P RS AL AR 2) 12 K3 17 fehi
By E 2 1T 12 Reni2E m 4 ¢ A linezolid # RIS E - A R 8 hE#
o I CEFZE GRS A KL FFERILHE - AR 1 linezolid ¥ & F S g0 4

o

4% W%

AR A A EEE S W o linezolid hi Pk R B F B (Cmax) fr 4 1 AR (Vss) Fo4p 02 5 2%
@ linezolid & ’J]%Frs‘;;‘-% §NEF E SR A o % Ex Am- Fams AR74 0
2 th o Ee gl i B LD 11 R) AL PG ek T E - A
FPEEBEAUC) & 4 K> L F 84 1L figo S2E AR 2 E 4e > linezolid
R E Pl 5 QA2 08 1 F 0 ISR S B ERRRIT A 4 KT 0
|2 E & e e linezolid Brif F fr 2 & & @ £ (AUC)ehip B £ B 30t = 4 & o

G2 5 1L ADTEp AP 0 F B R - AW ToE g AUC B 0 &
BEZ A A S E 12 ) PR - X @] h AUC @B Ap iz o Flet 11 AT 2 E o 4 o
BE Rz EFE 8 P FIR® 10mg/kg; 12 st &k { A 2 d p 4 0 AR R AE 12
| PEPR* 600mg (%R * % £(3.1)) -

o4 DD E B AR e+ E - & £ 10mg/kg e 600mg linezolidz {¢ - linezolid e % #-
B 58 (T (WCV); [ ] & &+ 7))

£k Cmax Vss AUC* tu2 CL
ng/mL L/kg ug « h/mL hrs mL/min/kg
T4 ﬁi’:}lis A
LN R 12.7 (30%) 0.81 (24%) 108 (47%) 5.6 (46%) 2.0 (52%)
<1:t (N=9)' [9.6,22.2] [0.43,1.05] [41,191] [2.4,9.8] [0.9, 4.0]
LR R 115 (24%) 0.78 (20%) 55 (47%) 3.0 (55%) 3.8 (55%)
<1i¥ (N=10)" [8.0,18.3] [0.45,0.96] [19,103] [1.3,6.1] [1.5,8.8]
’ig é_***
>1iF 3 <28= 12.9 (28%) 0.66 (29%) 34 (21%) 1.5 (17%) 5.1 (22%)
(N=10)" [7.7,21.6] [0.35,1.06] [23,50] [1.2,1.9] [3.3, 7.2]
LSE R
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>28% 1 <3 ! 11.0 (27%) 0.79 (26%) 33 (26%) 1.8 (28%) 5.4 (32%)
(N=12)' [7.2,18.0] [0.42,1.08] [17,48] [1.2,2.8] [3.5 9.9]
SRR
3 0 1114 15.1 (30%) 0.69 (28%) 58 (54%) 2.9 (53%) 3.8 (53%)
(N=59) [6.8,36.7] [0.31,1.50] [19,153] [0.9,8.0] [1.0,8.5]
T T
12 3 174F 16.7 (24%) 0.61 (15%) 95 (44%) 4.1 (46%) 2.1 (53%)
(N=36) [9.9,28.9] [0.44,0.79] [32,178] [1.3,8.1] [0.9,5.2]
SRS 12.5 (21%) 0.65 (16%) 91 (33%) 4.9 (35%) 1.7 (34%)
(N=29) [8.2,19.3] [0.45,0.84] [53,155] [1.8,8.3] [0.9,3.3]

*  AUC=H - # & AUCo-s

*opwEY TR A R T K LA 8<3MB(LY
28 % 2 ) o

etz gk TR A R R LR 82341

T 10mg/kg z # &

* 600mg & 10mg/kg ® 7| & B # £ 600mg -

S mERLE T 600mg o

Crac=st # kB BB 5 Vo= A fE 1 AUC=AE 7 JR RSP 2 0 8T cho ff § ip=#27% 2 %

g CL=r/ R £ 4R v 2 > ¥ R & o

Fi- trEt A Rag it 1ad

=
i
el
c’fr

B8] L linezolid (A GO T R K - £ RIER LB T EE 0 255 R
D A E AL o 38 600 F A MBS AT REGFE L T B4 K
38% ;A MR EF FREA L RY o L RFF AR LE ¢ T Dk o 4
GRLEFSRE B AR ER § A RH BT AL PR L 7 R

U E A FRDEAE -

Y

THRZ2IHNIRARTH T 2905 4 o linezolid R, FF & F ¥ 7 ¢
¥R ATHEI 2ouE A o Z A& linezolid KB F RO E 0
TEFTHa? 2R ERH e H(FRE2 D)  HAPTHILRLI L REITIGFK D
Ja % o 27 linezolid &2 B & 5 (R chBEH b 4 Fd% o AP T RHB L ERY 14 L
i 4 Fest & 12 ] P linezolid 600 mg > & 14.5 % g (FR AL - ) F15 3 § &

W deie > 327 i 3] 4p T e0 linezolid JJ%/}EI*}: A SR SRR Al A i‘m)ﬁ’v AR ER R
AERE R FFAIMNBEILIEAHFEIRTALDOBHRILKR DT A T
O o O A linezolid %> Jf i & iz &8 % 304 & #f pF #rid = B 6 & |2 - Linezolid
foz B R Bt ,%g:} PO ;‘é#kl‘,f o A F F OB PELNCHE 47 4 linezolid ## § 2 B
AT AL o 41 linezolid = FE S B 4E T 2 = ) pRen R B 45PF 0 9 F 30%:n
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E e 4D Fpt linezolid & xR E4715 4 322 -

PR EEKERRDTHE A 2H A Y 0 v R E - # £ 600mg linezolid s
Linezolidfr % 34 AfeBehT 3o # £ )AUCHr £ ",f L%

KEXRFPRTHALI2ERATH A 2
R S CLcr >80 | 30<CLcr <80 10<CLcr <30
mL/min mL/min mL/min
Linezolid
AUCo., ug h/mL | 110(22) 128(53) 127(66)
tua, | P& 6.4(2.2) 6.1(1.7) 7.1(3.7)
B A
AUCo.s8, ug h/mL| 7.6(1.9) 11.7(4.3) 56.5(30.6)
tua, | P& 6.3(2.1) 6.6(2.3) 9.0(4.6)
® B
AUCo.48, ng h/mL| 30.5(6.2) 51.1(38.5) 203(92)
tua, | P& 6.6(2.7) 9.9(7.4) 11.0(3.9)

1 % 3+ B &_Linezolid ehi & & F4 -

- D RAWTRDLFEL Y o R F 12 ) P linezolid 600 mg > £ 14.5 % hin
& > Linezolid v 33~ A {r B T 35(3F £ )AUC et ix = £ 4

% H AU TRL Y]
LINEZOLID
AUCo.12, ug himL (& & — & & 4 1%) 181 (52.3)
tiz, | P (B ts — B E P 15) 8.3 (2.4)
N A
AUCo.12, pg h/mL (15 — | & 4 15) 153 (40.6)
tig, | PF (Bis - FEFS) 15.9 (8.5)
“ ¥ B2
AUCo.12, ng h/imL (3 & - & 2 $ 1) 356 (99.7)
tia, | PE(Bts - BB 15) 34.8 (23.1)

1 & XF$2 F o
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2 *#F B 5 linezolid shi & &3 o

WP 2R L Y R 3 2(Child-Pughclass A & B)Js 4 (n=7) linezolid %
BE R IR TR MR RSN 24 0 X3 ERED
LA 5 ﬁ%;-é”—:énh%}_II%Amllnezolld%%ﬁvéﬁré AL o

\

i

LA

‘*ﬁ

EY
f5d dnve & & PASO A e

&+ B linezolid 7 #_m#s ¢ % P450 (CYPA450) 34 % - ¢+ #b > linezolid 7 ¢ #r#| &
Teh £ & et 48 CYP isoforms (4= 1A2, 2C9, 2C19, 2D6, 2E1, 3A4)iE 4 -
(S)-warfarin i & ¥ d CYP2C9 ¥ linezolid £ (S)-warfarin & * pr > 3 7 ¢ i Agec %
(S)-warfarin % & 5 #14 o ;ﬁd CYP2C9 it #fenZ 4+ 4o warfarin f= phenytoin » &
linezolid & * pFx 2 % & A FEH & o

L F A
Aztreonam : § aztreonam ¥ linezolid & * pF > linezolid £ aztreonam & & £ 357 ¢
PT o
Gentamicin : § gentamicin £ linezolid & * p# > linezolid ¢ gentamicin s & & £ 357 ¢

vl% o

g 1N

$iE B LR 0 27 linezolid 4f A ML A CE e A EZR EH 3
T v 5 gk o H;é—‘ﬁ % 1% v R linezolid600mMg > &£ % &% 8 X v JR ¥ —
linezolid 600 mg = % % 2-9 % > £ 2 4 % C (1000 mg/day)# 2 % E (800 IU/
day) - Linezolid <7 AUCO-c0> & * 24 % C P 4 2.3% 5 * 24 % E B%ig 4v 10.9% -
Hr it £ C g aﬂ‘%Efﬁ’7»L*Fizpaffllnezolldmfmjﬂo

5 2x CYP3A4 # % Al
Rifampin @ % #-4% 16 =2 & = £ ¥ LM@; - Ay 0 & XA A = linezolid
600 = 5o 5 & » & & & & & & rifampin 600 ThEAHA - B F 8o ;ﬁuﬂ’-;;
rifampin 4t linezolid 2. # 4 #: 4 & h P2 58 - & * rifampin - linezolid ¢ # linezolid
Cmax *# 1 21% [90% Cl, 15%-27%] - AUC "% ™ 32% [90% CI, 27%-37%] - # = 7 i® %
TRA RAEF 2P P oA AR PRSI R DA ] a8 TR
% (drimie & % P450)y B o H s 3FUEEE £ % % E A (4- carbamazepine ~ phenytoin -
phenobarbltal)? io 71 A=ty & BE I 2 o] e linezolid & & £ "% 1 o
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H ey it ¥ (Monoamine Oxidase)#$r ] #|
Linezolid 3 - ¥ i+ » 2 E 5 H M ¥ ey ardrd] & - 5] o linezolid &2 § ¢ g’]ﬂ‘%
47 (adrenergic)fra F % 47 (serotonergic) # 4 2 ' ¥ iy § % 31 i¥ % o

% %% ¥F (adrenergic) ¥

- B EZ ZYVOX eht v g T B A ST REY a4 sk AR A G2 E A
BRA N F vmBES g R A ERY o F % e $ 4o phenylpropanolamine v
pseudoephedrine @ FAL4F BT 3 o 4 9@% #f % $» - dopamine £ epinephrine 4z
Yo BB RZEMR S T T AT AL TR E BEE o

Tyramine : & % = & 4 [ pF4% < linezolid 2 & & B ** 100 % 5 s 'e(tyramine) B¥ ¢ A
2P Epeh B E g e Tt 3 linezolid in fr chp A BE A < B S Y 7R RRD
b B g (5 R A R () -

Pseudoephedrine HCIl & phenylpropanolamine HCI : § & & ~ o B ¥ eh% ;éﬁ EX
linezolid F > ¢ 4v 5 pseudoephedrine HCI (PSE)& phenylpropanolamine HCI (PPA) &
AR F o ik B3 LT B2 REFAILLTAGLS)  FH T e
(7)) e fFmenid s A LG b Bop L L 8F o Lk BEFF 3 LRFF NI Fr R
Y o PEXREA - H R * PPA PSE~ H B¢ * linezolid ~ 2 2 % linezolid i 3¢
TR AEPF(F 12 P pFPRT 600 oo @ = X)) B ¥ - B A E 9 PPA(25mg)& PSE

(60m9)(fiwf | PR )RR ﬁﬂ%h@fm»& S TE SR BRI E (R
P g & o Linezolid @ * PPA & PSE eip g > sV g € A F o B g e B

T * % - BPPARXPSE#E (623 3/ > I3 NMEF e BRIE2T 3|
v A A E o BT PPA ST R R e T D T S(fo ) B B s R (H = mmHg) ¢ %
B A k= 121(103 3 158) ; H @b * linezolid 2= 120(107 % 135) > H jpi¢ * PPA =
125(106 % 139); PPA & * linezolid .= 147(129 & 176) - PSE &= 3 % % v PPA o=
1 % % 4p W o linezolid £ pseudoephedrlne « phenylpropanolamine & * {& » ¥2 2 & (@ 1t
3&% T 3og < TR G chliclE A W) 5 32 mmHg (# [ ¢ 20-52 mmHg) 2 38 mmHg
(4 # : 18-79 mmHg) -

= 7 # %7 (serotonergic) ¥ #
Dextromethorphan @ & 12 it B % & ¥ f ¥ linezolid £ dextromethorphan 2 [ &% = i%
* oo H IR dextromethorphan (# =k $ g 20mg > & = = 0 2 B B IR 4] BF)

g # * dextromethorphan ¢ linezolid - # & = 3% # I p& & * dextromethorphan £
linezolid p¥ + ¥ 32 § MRk F % i ﬁ(serotonln syndrome)(, ProRES A 2 T
BV el s F Ao R #) R4 ML T

Aaa o
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TRk e R AT

AM-—J: = A BRR R R

BORRA P oA Y L S ERRR L A AE S - S S R&Y o R TR
};,;;égg, R o XREFRRLT 221 A a2 Y - B ZYVOX #0% 1 S|
600mg -~ # 12 - PF- = ; ¥ - 24X vancomycin 1g ##% 18~ & 12 /] fF—- =X o = &
o pE % aztreonam (1 3 2g # 4% 1 Sf K 8] P - ) dek TRkt F R 0 T ooy
B 0203 %4 linezolid is B engm 4 {r 193 & 4% % vancomycin in i &5 £ 38~ & 33
B o &% linezolid iv B ¢ 3 122 4 (60%)&fe/k ¥ 3= 05 @ & X vancomycin in
%7 103 4 (53%)ETes F T = cho Rk P FiFR X E g ¢ o &L linezolid i
H 2ol 5 57% > @ & vancomycin je o 2 in 5 5 60% o TRk bV iE G %
W Bl B ¥ i X2 G F R4 £ linezolid o F 5 47% 0 @ 4R %
vancomycin i¢ % # 5 40% © 94 %4 linezolid is  chys £ fr 83 L& = vancomycin
el R A R BT AR Fg],pl,%(modlfled intent-to-treat - MITT) ~ 47 - gk 5 £ 2
Yeip Rw oo ¢ EAR N RE - MITT 2450 7 aus g & e linezolid i % % 5
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v

57% > @ ¥ vancomycin ml}}*;‘f L46% 0 £ L LA B FIERE ;é«*ﬂf ¢ ik

R~ il o

2L A SR TR R B LA A 4 & Test-of-Cure 7 & pF ZElR/

B R i T %
ZYVOX Vancomycin
n/N (%) n/N (%)
Staphylococcus aureus 23/38 (61) 14/23 (61)
Methicillin-#w2 4 S, aureus 13/22 (59) 7/10 (70)
Streptococcus pneumoniae 9/9 (100) 9/10 (90)

WREARfAR EHE %

Fdht @B 2 FE4REARrA R e R Fp A REL -~ F3%7 w
Fp - double-dummy &k i# 5 X R F o A RHRV PR F & B A LB R SR
(6> PHBCIRELSOFA, > FRohPFRFL 103 21 % - 29 - 22 ZYVOX
F% o s A 600 5L~ & 12 ) - & 0 2 {sic i ZYVOX ¢ pR4x A 600mg ~ # 12 )
-, ¥ - 2hAEL oxacillin2 su#Ef%is s & 6 PFF- =t 2 {8 i v IR
dicloxacillin500 £ 5. ~ % 6 /) PF— =x o 4ok fopk + 2 & > ¥ 12 & * aztreonam - 400 %
# % linezolid is fr e 4 f- 419 & 4% < oxacillinis fr ehs £ i& » A 285% - 4% < linezolid
el K F 245 A (B1%)ETRA L T ik b @ 4% oxacillin ip o F 7242 4 (58%) AL iR
Bt TR e Rk VIR A A mmiﬁ] F o 4% linezolid ¢ & 90%> @ & oxacillin
% 5 85%- 2 2 X WisAKMITT)A 45 ¢ ¢ 316 £ 4% linezolid i s 4§ 313 ©
< ooxacillin i cs 4 > ipl i A R R BN ARBHR DTG R o & MITT & 474 7
el & ik linezolid i 5 86% 0 @ 4% oxacillin i ¢ 5 82% - & - = A

R NS S R T Y ) EREE

ALz AP E VRS EAFRRE ALK oL F e E % op ¢ & Test-of-Cure

P R 5

BoRW i :}E]. =
ZYVOX Oxacillin/Dicloxacillin
n/N (%) n/N (%)
Staphylococcus aureus 73/83(88) 72/84(86)
Methicillin-#v% |+ S. aureus 2/3(67) 0/0(-)
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Streptococcus agalactiae 6/6(100) 3/6(50)

Streptococcus pyogenes 18/26(69) 21/28(75)

¥ - W a7 7 3 & linezolid * »t ;5% methicillin-#2% |+ Staphylococcus aureus
(MRSA)E % chigs sk - iz d - BB @k 0 WHEF &8 12 MRSA B % ahs & i
Fags 4 5 X2 o

HoY - A ELX ZYVOX #%%1 54+4 600mg~ & 12 /] - =x » 2_{s:xc 5 ZYVOX © JR
bz A 600mg-~ & 12 ] PF—- =X ; ¥ - ZE 4% vancomycin 1g # %1 8+~ & 12 | PF- =X o
SR n K EFERFSEL T I 2% iokiREkt R > F 2 E T aztreonam & gentamicin o
Mt B 9= S MRSA L o BB Ao 4 e 50 & linezolid 7o o &
% 26/33(79%) - @ $£ X vancomycin 7\:'?1,%? % 24/33(73%) -

R LR #
A TR LR e RS R A R O R R0 S R ¢ 4
e - P - gt b)) s FRE Y e BB RA RER DX EF o ARER I RGE
BB E WA T RAEE S FRISRET L 14 1 28 % o HP - ma s
ZYVOX 600 % su# % i &8 v JR~& 12 /] pF— = ; ¥ — 2= % ampicillin/sulbactam 1.5
7.3 3 R#F %1 st amoxicillin/clavulanate 500 % 5. 3 875 £ s v JR~& 8 3 12 /] pF
- = o % ampicillin/sulbactam & } 3 R RO # % L &5 % & * amoxicillin/clavulanate
500 F 5. % 2 a1~ & 6 FF- X o FAEINRE L A3 MRSA HREs &
* vancomycin 1 s #F %1 s¢ ~ & 12 - X o B AN FLKEMEE
= e g A VX aztreonam 1 5o 3 2 o E %I s s & 8 % 12 ) - & oo T
B A R TR RS S s R (Bl R 2 S jw [off-loading]) » fr— #ip
%%ﬁ@i@%%ﬁim—%’¢%f Bop A X BRI R - BB A RISKHUTT)
Py e 3 241 ¢ linezolid iy o 4 fr 120 ¢ 8 R & in i chgp 4 o B X
linezolid i & § 212 * (86%) A fRfk ¢ 7 3= i @ % H B &5k K § 105 + (85%)
LTk L VR e gt ITT 34 ehip i 5 48 < linezolid 7 % # & 68.5%(165/241) »
AR SIGRF 5 64%(77/120) 0 5 G ER & AR LK R ARAR S e A RT o
@@rvg%ﬁﬁ«@@f%%éi& ﬁimiﬁﬂﬁﬁw@ v A linezolid 75
B F & 83%(159/192) > & m e R ok F 5 73%(74/101) o - R M AEE 18 4 T
(post-hoc analysis) 4 121 % 4% < linezolid ie % & * o 60 & 4& < $ /& & in F c0p 4

Hho SLRBRADEEANEN L RN E FIBEERE A E ’?%%{xm”ﬁ%”
FRATHEWS > 7 ABRIARE L DIFH - AT yp)ﬁ}ﬂ 2 linezolid i 7
H 5 71%(86/121) 0 & fdE X MR SIe K F 5 63%(38/60) o b oiE 44T T A rAH B
IR A IR o R AN PRI VRO ERY o RHRFL KT
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2tw LA SE YV IFEG S E %f%fﬁfl}%'fiif'g}é #Jm 4 & Test-of-Cure & B o

%
R e B ¥
ZYVOX ¥R &
n/N (%) n/N (%)
Staphylococcus aureus 49/63 (78) 20/29 (69)
Methicillin-3.% 1 S. aureus|  12/17 (71) 2/3 (67)
Streptococcus agalactiae 25/29 (86) 9/16 (56)

Vancomycin-#u (£ % 3 {#(enterococcal) g %

#F & F i d vancomycin-FLE B o FE i & ok 4 g G - "aiiﬁ&% AR U
BED Toik Bk o RS 13 s‘wjﬂ ZYVOX (600mg # 12 -] - = » #7%;1
g v pR)fe i H £ ZYVOX (200mg =+ 12 o] pF - ko R GL e U pR) sk 7 3 28 %
A e g 4 T 0Lk PEE % aztreonam & aminoglycoside ¢ 79 {5 &ﬁ“&itﬁfw\ ﬁa
# & linezolid % » 66 & )]35 AL e fe d MR £ linezolid E o A A X
vancomycin-#i# 4 5 s R 42 9 & R Bisk (ITT)A4rep 4 > ad A2 ..s;,s 65
Ao AR G 52 4

is
A

A A A g £ vancomycin-$# |4 enterococcal B 4 F # £ intent-to-treat (ITT) A 45 2
II;5 A 5 (cure rate)de & - T #r Ao 3R A AR A R RATD o ek in g LA 8
Fe Rk TG R & A RE Rh F?"*‘ o BE AR 0.05 vk BT om A E PR FE
oA ZHELDHT " UHELDICHT R

247 0 BARGEF I vancomycin-fRE S IR FE R B EITT #2472 & 4
X # Test-of-Cure & & pF e IE‘ biy
ZYVOX ZYVOX
600mg =+ 12 -] pF- = (200mg & 12 -] ¥ - =
n/N (%) n/N (%)
T i 2 39/58 (67) 24/46 (52)
R R A MR R 10/17 (59) 4114 (29)
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7 4o kRS R 5/10 (50) 217 (29)

A e L F sk 9/13 (69) 5/5 (100)

i PR 12/19 (63) 12/20 (60)

W 2/3 (67) 0/1 (0)

Hop* 11/13 (85) 5/13 (39)

R G ke IR R pra o o~ e BB FIER C RR U IoEE AP M g
%L °

122142 223 A

W “f’}'fiﬁ‘]m*mﬂ‘%-

- HEF 2 ey B T RET TR A L ZYVOX s e p K s AF R A R 2 A
Floggd e ud & FABtnhFe > g d o ¢ &5 methicillin 3 3% 125
Staphylococcus aureus ~ ¥t methicillin 3 g = |+ 7 Staphylococcus aureus ~ ¥+ vancomycin
7 4% {2 Enterococcus faeciume #F & G E B EFHAL A 2 3] 11 g2
o A ARE S - T B RER O - HY - i ZYVOX 10mg/kg %
A b~ & B PF- =0 MEs AR ZYVOX v PR x# 10mg/kg s # 8 ) pF- =0 5 ¥ -
2 ¥ £ vancomycin 10 & 15mg/kg # "% /1 l%qL ~E B I 24 - & ARE#E TR
Fam oz o#FF VRER % S A AT B ¥z o X ZYVOX 10mg/kg ## % 1 &+ % |
BUPRNE B - e AT e A PR K 105 28 X dp ek TRA L &
FOLE R AR E R e B A BsR(TT)F L EM G 206 Lop 4 AES
£ % linezolid /5 % - 102 v A SR vancomycin jp g o 2 L 2 A ITT~MITT ~ 2
Tk I ¥R R R 1?;‘4%]&—?‘ M FT R X R - BEHLAI 4 X1 16
po0 13 Lo A B b W % VRE & oo

BN d R VR R R (e dpd @ FE%Y > U2 FpEFg L

vancomycin fu# 14 2 % Ik Fihm 4 ) 0 s R /r‘.ffgi_i?‘ °

LA D RBeR > BEALRIR  ETRAE L VIERNIEE A R RRY FR
b F (BHEMEE S A R ETARDET L)

A ITT MITT* Tk - 7t

ZYVOX |Vancomycin| ZYVOX |Vancomycin| ZYVOX [Vancomycin
n/N (%) n/N (%) | n/N (%) | n/N (%) | n/N (%) n/N (%)
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RS i 150/186 | 69/83 (83) | 86/108 | 44/49 (90) | 106/117 | 49/54 (91)
(81) (80) (91)

iEsele A F 2 4 |61/72 (85) | 31/34 (91) [37/43 (86)| 22/23 (96) |46/49 (94) | 26/27 (96)

R %

[E390 2 ELING 13/18 (72) | 11/12 (92) | 5/6 (83) | 4/4 (100) | 7/7 (100) | 5/5 (100)

*MITT = Asmprrgpd s %”’\F%‘ri:}f%/,%! FlenITT o 4 e

%4::%iﬁgj??%miﬁﬂﬁﬁ@@ﬁ&%ﬁiﬂiﬁ4E%ﬁﬁ%%%%

R e B &
ZYVOX Vancomycin
n/N (%) n/N (%)

Vancomycin-#% 4 Enterococcus faecium 6/8 (75)* 0/0 (-)

Staphylococcus aureus 36/38 (95) 23/24 (96)

Methicillin-4 - S. aureus 16/17 (94) 9/9 (100)

Streptococcus pyogenes 2/2 (100) 1/2 (50)

e R B A WO Y e T Bop A FAL e

1315. ¢ X2 G

13.1 #

600G (i d 3 % i & ~ WP hA g Wl o G Erd M SZYVYRL T G ged i

[13 7

4-1000 #4E§6H & %

13.2 3z ¥y
ot @ AT o

133 gy iE e
wAYAV/a N % @J gl 2 ,egs_L

7T 25°C T gk o

W16 3+ FpREGE
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ERTEHoT

2 ATgE 4 ZYVOX 7 2 G & PEIR T

|

WA R ARA T %
2T A Ao sk IR ZYVOX ALY g o B wF AU REFELILEA
(5.L2)h -

i i o i 3
2odvgn A dek FORY S F A EA 0 ¢ Rk F v fcdr il A A 2 6 R Al
opioids » % ¥ (% B ¥ F2 )L L ¥ A (G.L)N -

Fa ke R D53 (E
° %ff}%&vﬁr}g B L@m)];q:{ )@*r‘rF&;m o
o LT A WA BIRT ZYVOX PF o &% 7 < F phok(tyramine) i d 2 gk o 3
tyramine 7 £ sh & $ & ip;ﬁr} AGF S FRERE TR R 0 A 4 ¥
v 5 blde HEFURE B EE S b T enp A pRUE F S R KRR 2 2iF e
hek BEGOPFERF AN R ARG R TP B F9 Fad P g tyramine 7 EF v §
H b o

2 dogm A 4o% JR* 7 5 pseudoephedrine HCI & phenylpropanolamine HCI ch% &
Jo %gg&.i’agmﬁﬁg% it FPHSREFFELLAFAGLON

PR &
FAvh A ek BIRY ZYVOX R B 4 R S0k o wF FUAREF AR

*AGLNY -

Lo A dek F RSB E R BL CFAUAREFALEAGLO -

v Aok BT BB b rrrf;ﬁoi:rk linezolid 7w P& ¥ i 3 2 M #3 5 (4
AN RELETE T S AR EE ERTIR A AN T) S EEERE LS
FARMEFL L RUSFREFELATAGLD -

i 5 4k gk 4o/~ SIADH
Bkt s B R R A dok s 4 K 45 fo/8 SIADH it § frm K o ¢ 4
BoockpE s 20 g et RU A FA(GREFALEA(G.110)

M=
5
b2
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oo FliLE

Bl 2 Jp A FLEEI( 38 ZYVOX) R 7 % ks mFR %0 v FHES B S R0
BR)e 3§ ks ZﬂKMiB%mﬁE%ﬂi’@ﬁéé&@4’@Wfiéﬁiﬁﬁﬁgﬁﬁ
wm%sm@%iﬁ%ﬁﬁﬁ%°%WW§ﬁz%#ﬁ%%ﬁﬁ%ﬁ@iWﬁéﬁ
AT EM O I QmEAA L FEE DT G PEH 4 o Bk ZYVOX & H B L E#

& 3% > 3 2
B¢ mi 5B 1 (5. o

AR A - B LR ¥ iR ﬁl%?wgdi 7 B
ot oopt gFART A (B &G T REEFE) A
Bis- BHEEA Z BRI “%4“ﬁmﬁ Bz wFr
AL FEAGLYD -

%-\“"
mp
\\\?{r%_%
m
bl
A
P

* 3
2 g Bp A ZYVOXT it g R B TR TR FRCEHR Y A ]
% 3 (6.38-3)]) -

15. H
s & USPI 202104-1202111-1

FECY A
Pfizer Pharmaceuticals LLC
KM. 1.9 Road 689, Vega Baja, Puerto Rico 00693

é" f‘});L .
Pfizer Manufacturing Deutschland GmbH
Betriebsstétte Freiburg, Mooswaldallee 1, D-79090, Freiburg, Germany

BE B BRI AP

Ay

oyl S R A FRCR 10054243 1
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R AR 4R

ZYVOX Tablets 600mg

g & 5]:’? %0 3181%{
R E D F R

o

HARERF

BOOR A RRE mE o adF ZYVOX ®E 2 B B mE# g ool > ZYVOX E
PO R AR ARET &R AR D wE A g R oo

ZYVOX W& i * AL 28 % % 2 foj »a & A & HREDREARERY 7R iE-

1. 5k

11 3%=*4p 2 3¢

ZYVOX & p 7 linezolid > linezolid #_ - f&55 & = ~ J§ > oxazolidinone #f e 7 A
Linezolid =i & # %
(S)-N-[[3-[3-Fluoro-4-(4-morpholinyl)phenyl]-2-oxo0-5-oxazolidinyl]methyl]-acetamide -
Linezolid e7% 5 5 5 CisH20FN3Oq o v ¢4 + £ £ 337.35» H it F R4 5 4o

O

Y S

\_/ \—K/N/C\
k H

# - 4&_7 Linezolid 600 mg °

1.2 B354

Corn starch, Microcrystalline cellulose, Hydroxypropyl cellulose, Purified water, Sodium
starch glycolate, Carnauba wax, Magnesium stearate, Opadry white YS-1-18202-A - 600 =
soasengh g3 (Na) 2 £ 5 292 F i (& &5 chgr 33 5% 0.1mEQ) -

1.3 #3]
ZYVOX 4 & v pRIL ¥ 1600 £ 5 linezolid » &_— % & B ] 4z

14 F &R
B d T A d Rk Rk - G G WA ZYV 5 F - G o a
“600”




2. § A
R T LR FRR 4 e 4

Vancomycin $#u% {7 Enterococcus faecium g % > & 45 & % Fa s b o

FRRg %% & > d Staphylococcus aureus(¥ methicillin 5 & = {24= ¥ methicillin 3
¥ 2 E k)& Streptococcus pneumoniae(¥t penicillin 3 g < f )13l A2 o
HREARITAREBZRS R BFBEL S REF 8L - 4 Staphylococcus
aureus(¥ methicillin 5 g < |+ - methicillin 5 % % 5 &)~ Streptococcus pyogenes
g Streptococcus agalactiae #7351 42 o

g et R oA K H# R % 0 ¢ Staphylococcus aureus( i *2>t % methicillin § g %
4 ) & Streptococcus pyogenes #5142 -

AT R %% 3 > d Streptococcus pneumoniae( i FT 4t penicillin § g = f2 k) o
¢ 45 ¥ 4 Fa o s v 0 2 Staphylococcus aureus(# 3t # methicillin § g = 10
R)#ralde o

W OPEROCREMLFAMAS S BF ZYVOX 2 2 @ FmFF P g st o ZYVOX
e R MR ARETR & “Jﬁ"lfﬂﬁﬂ—\ﬂ}i‘,””ﬁ mETIIAR R L o BRI K2R
RMRBRDGELE  BRHESFEFSAFRF R - FRELATHE T R G
et m}]iggaj&é.y}m]%mq_agf;&pm)? N E 7 @ OB A IA V’LE"] Aoein Ry o
FRIAPAFPFREAIRFEEFR 2 TR PR FAEERFELETEL
(4R EFALEAGL) -
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Fo— MG R R L P ZYVOX # A cruE ke B E o
2 - 1 ZYVOX énH| B 3 * L8

T H R 1 * T g e SRyl
55’23_7;?5‘T * A E G E (12 Fo ) (AR
(2 1 11 &) %)
A Sedt L o o [10mg/kg # PR L8t v PRTI600mg 4 MR iL 8t R
gt % 58 pho F 12 - % 103 14




EAE D e LN S
£ H B e g R b
Fa b B F it L
Vancomycin 3 1 (10mg/kg # 7% ;3 & & v pR¥1600mg # 1% ik st & o pRT |14 1 28
Enterococcus faecium [+ 8 /| ¥ - = # 12/ p@F- =%
B% o #4205 Fa
TR TN %% 5% :10mg/kg v JR | 4 :400mg v JR¥> & [10 1 14
t, 5 N —-
o g p E B & 27 b=
5-11 # : 10mg/kg © PR¥ > |# > # : 600mg © PR* >
2 - = 2] - &
o B2 R ETIA (SRR BE(2)
Pard a4 AR 73 04 582 AB7T X053 0(F8A%34E) s Y 4374

'ft’«& Lﬁi" B 7 E %
2 %
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A

PoogrpE s> ¥ ZYVOX 428

] methicillin-resistant Staphylococcus aureus (MRSA)g

600mg > & 12 ] P -

LR TR R Y M LR A
REE L d 100 F R
%Jﬁs‘?‘s

¥2(6.4)) -

—/R‘ AV /\'f'},%f o

RILBZZ VIR R F R AR
B st i ZYVOX 4z |

BT PR R -

2 5 5 L Meplinezolid i 5 i fr {

U PR R R o

FHE TR R

(%R

= 1 AUC 15 > F]pt i3 374 s a4 4
E_10mg/kg ql2h - > gk ok & B F F a4 2 0 ¥ 4 g %2 10 mg/kg q8h ¢

o AT AT suﬁﬁ A FRiE 4R X 10 mg/kg q8h e B 7 Bt R £

Bend A A R T ZYVOX
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4, B %
4.1 AT
¥t linezolid & 2 5 ¢ H & & 4

&
a0
-k

# % ZYVOX o

4.2 H ey i e A
Linezolid # ¥ #* »t & # i * T iw & 4| H 'eg it f5F A & B 2 4 (4 phenelzine ~
isocarboxazid)g ¢ 2% T Pt S E L 2 AATE S F s 4 e

5. B2 13 %%

5.1 %L $A

5.1.1 ¥ ®dr#lik < linezolid shup A i 5 3 4 F kg (e 45 P ~ 9 L IRFE D~ 2 k7
& IR fo o] R D )endR 2 o i}w kbl oo F B linezolid {6 > % F Baw R
Sl v A PA K T o iE e X linezolid dhs A - E FE ORI 2w o Prul LR
linezolid ip i A2 & A 3 F ~ = 3 T AEIrFL R Y ~ P E T 3 Bl B
A R AP PR IE A R ORI Rom 4 o T A R el F ﬁt%ﬂ’#lﬂ*
Ak & s 4 &3 gk linezolid 7o -

512 FF#H L2 ARM Ep R

ZYVOX e fx 2 Jh * 8 @A 02 A4 S AR i 0 L A R R R PR AR
WE A E R AR 28 2 4 o T A B LY RN BAEREA EF 2 AN ;Iﬁi%
F o g ErA FALA o IO ZYVOX 42 28 X a2 g A 0§ f AL S HOR iR 4 -
TR LS TR R R AR T R 2

~ (”

FR A G R Rk DR e A S TR AR i SR TR
»@M%: WIEARLS 325 o KPR * ZYVOX ehgp 4 (23 @ 7 ) fodf £ 4 2 ATei
A TE A R HEX ZYVOX sk £ & BRI RIS # it o 7 X FSAEA X
BHL o ZYVOX F* & 3 Bl v chp gt o

5.1.3 = i & & & mM
B ZYVOX % & 5 7 Z AW AR H (oEE e # FEow oA ) 8 G oM
il R EAMA A FHAEL  F A R

A m &S i

“,f?k»ﬁ?f%'ﬁ‘i‘iiﬁg’fﬁf?.fm Rlps A Aok & 8 fi;?*’é—*ﬁ
TSR «f"miﬁs R
T %

(% NMS) & J& » % B linezolid # 347 5 B 5 -

% £ sofcdr g A~ = k4 d @ H - bupropion - buspirone ~ & 7 5-HT1 = %8 2_»c A&




(triptans) - opioids > # 3% meperidine (B * 3 i®% (7)fr ¥ $ <4 F (1)) -

FATRAL R EET ZYVOX 2 & R AME B RER G AL FREGHD
HeiE BE R o GlACRR AT R Re R A F MR R 0 3 BB HIRY & F R
e A 2 buspirone s 4 ¥ i F & linezolid ?‘%m%‘ o 4o % & % P~ 18 linezolid 73
rEL o 2 * linezolid s 7 it 2c F < 3t F R AR & 8 NMS & sk % 0 AR 2
B i F @A > TS linezolid o f E R Bh 23 (PR * fluoxetine i A F 5
)0 &N E Pl B iS - A linezolid 18 24 /] P55 L > A 4 S o u R g iR
¢ NMS F e » e 5B~ BE g s p A AR MR ERT (75
BREE (B AR ) s BE R A RBEH DR F RN (MR ERER D
i FAFTES L GH)-

3
F
3
F

5.1.4 f*ﬁ%’%#ﬁw~ilﬁ~ﬁ‘:4)ﬁsk (3 %% ﬁg_rnf‘»é\:_@i) - R PR )
ey = F & 7R % (Mortality Imbalance)
- A P EEAAME 2 i}i}ﬁSAmF’“xFﬂé%"’?ﬁL # % linezolid iv 4 4

At vancomyC|n/d|cIoaC|IIlnloxaC|II|n ek H TS &4 frenih % [78/363 (21.5%)
v 58/363 (16.0% ) =5 5 1.426 > 95% 1% ¥ % & 0.970 »2.098] - B2 AR TR B 2y AE

T84 iﬁ»"lﬁ@iﬂ@’i"’?#&—i linezolid s % 2 o * ﬂ&ﬁ@iﬁd@%&%”’xfﬁﬁrfﬁs/ﬁz i &
MERW VISR BIE RS ARE E R KR R R LB R % m
Aﬂvé\ﬁﬁ LL)’,‘L-=:'§%§J—IRJ?\

Linezolid % A+:/8» 2 ¥ *tin gAML Mg A FF REEL A2 k4 o

Linezolid ¥+t L m R BT BTk B 3 it * R RS IEEEE F o F
FHITAMARPFRARFAKEEFR 2 TRLFTHORFAELEFA R LT EL D
(%R BE(2) -

5.1.5 Clostridioides difficile 4a B 2. "L 78§

AToarg R A 0 ¢ 45 ZYVOX > 325 47 4 ¢ 514 Clostridioides difficile 4p B 2 *1 /5
(CDAD) > H e AT I EAMAIIR G DEST L o &% FFHIGRK € e 2y
it F FE @ F R Clostridioides difficile hi & 2 £ -

Clostridioides difficile #t2 4 73 % A - B ¢ i = CDAD - 4z 4 % (hypertoxin) &
Clostridioides difficile Fjtx ¢ ¥ 2 3 XK i FE =& FlLRE R L ikt
Ao P Vi REFREY Y “,$ L e G R T FLF A NIRRT A PR R E
4 CDAD ¥ s 1+ o




d 30§42 A CDAD ¢ & * fpAl4giEa B 4 24 0 # =i gs L SR
:}I‘%Q{I&QE‘!”O

®fs s T £ CDAD > I+ & * ¢ g @] F 2444 Clostridioides difficile - #/#
AR NI IR [/, m%’l‘é S R E TR RE R T L A
Clostridioides difficile chdm g /s f fo & jiFig® i o

516 Vit #F 2 ¢ $Ra B B e 3 82

*‘f P < EHBE A EART N B % %o F R linezolid 7 ¥ #* 2t g 5 A L4
23 B v*ﬁ«ﬁmpe . ";]J-’J}]‘{*[im}?;/\ PR (F)E AR YT ESFE S g 4
EROTRTY B RA GEY B (4 pseudoephedrine) ~ & ¥ = & & (4 epinephrine
norepinephrine) ~ % = 3&ig & $ (4v dopamine ~ dobutamine) (4B 2 3 &% (7)fr ¥ $ # 4
F#1(11) -

5.1.7 fpm? 4
# % ZYVOX ¥ F sldef pefiphe? & chdp & > SR E PR b p A 4§ e Rk o
o CE LR RS R R JROR 4 S RE ZYVOX R LR B RA i

51.8 &%
B3 op X linezolid i e praf 2 R andfd o AR - BAEL BN KL G BRR
¢ Ao E e FlF 2 ) e

51.9 i 4%

b PR R SRY R ARIEL ZA TR BE #ﬂm%m%ﬁﬁl)ﬁ?)ﬁ?""“'?
* linezolid (- & ¥ #4 ~ 7 B F & 2 MAO Fr B ) in Fr P8 2 g s 12 A T b
FE oL MAOHral Al BRI BESEL FETIRELBEL IH OB R L F L
Mok B P e B2 % linezolid & Mk 4B 2 B enF) % M ¥ AFEZ 0 0 Ju B PR R R 4
i * linezolid /o B PFv it € 32 Mo BF B odobk 82 Ma BF B> Vi &K
LEZRATCIRE L BELOHE > M ie* v RE o EES % E £ & linezolid e

5110 Mo e/ #fl f e 7 ¥ A~ R & #H (Syndrome of Inappropriate
Antidiuretic Hormone Secretion » SIADH)

BbRiSenig g o 2% linezolid o f chp A B A M Ao e/ AU R 7 i

% & g i #(SIADH) s 3R 2 o G AR g bl P o B frae sk @ R G F%’E@:\

N N A ;._E:'éiﬁiw P ERe R R BE T o TP EEAL R «fuj;ﬁfgg.]ﬁq;;};a

Arrzx Bs g ZYVOX g o g fr/2¢ SIADH b & 4 hz o A kR o Aok

Tk g fo/ 2 SIADH fhffe % frge sk o ¢ 8 ZYVOX > TR Peif 5 chd {45 -




5.1.11 31 % $ilf i tm i
BiXFARAER S RIAMA N OFAR 2 A RNTAANIFEHED P TR Y ZYVOX s #H
Bt X EABE 2 EH A NRAE L G

6. FAXHELITA
6.1 L3

hiRZ 4~ ® % linezolid ehe 422 2 13 BB RFL TR T AFREETY
NEAND R AR VLA MA RS c ART SRR EAMERBE N

6.5 % (] B)~p g 2 (% H)& 0.06 & (& & )fesk v & & £ 5 linezolid(12 45 AUC 3~ 1)

FARLRARAAT AL KA o ApE Nt AMERED 65 BT 0§ RRET
$olRAS MR- AR F A RAB TS WIRIADE T F o RENE N
#*ﬁ%NmﬂﬁﬁMW%%ﬂ%, “?4%ﬂm&m$€@’“ .

7 g

JRRF Y > WG AR R E EE A WA (N RTRA AR o8 O e AR R
YA BRI EHASE L2 E e &R E ¥ 6-16 % v PR A 450mg/kg/day @] £ (12

B AUC 5 » g A M EBEDO6S B) g Fhdniphr- » B¢ 2 g0 F

5&%*’“QW€%ﬂ%%ﬁ”%*ﬁ%ﬁbm%i#oEW&&%Eﬁ1%

mg/kg/day P& > ¥ AR F|F R A LA M o ABERI|SEREA; o

ek BURZE % 6-17 % v JRIL ¥ 15 4 50 mg/kg/day @ £ (1345 AUC -8 > & | 53 91

A ERBESD 022 BRAAFAMERE)F > BB RZS o 2

TRE R F St P RBEWF R SR ERET M) ARBRIAEEA o @

* 50 mg/kg/day #I £ FF 0 € A2 4 R E W S ABS R S A o

N
N
e fEn B

B4 T A ¥ 6-20 % v R 2 15 mg/kg/day S E (194 AUC 5 > a5t A i b B
ﬁmO%')’“¢?4%%ﬁ(ww&kv\wéﬁﬁkﬁﬁ»ia#d#-- ) 5
3

BOES RLARE 2 RS F(R T P45 % 20 % )4 ¢ linezolid 50 mg/kg/day | #




(1245 AUC 3+ & -

QAE A REBE)E AL 13 43372 A RGBT E Ko
g;446 F*Fi

EERES LAV R SR E S PSR

6.2 #f 3
b ' 4E &
Linezolid ¢ I e 54 ¢ o {5 F L2 BRI L T T B2 779 B hs
plinezolid # & % 5 B 522 »Figm}%‘%lﬂ(i»t 8 /] ¥ 10 mg/kg)s 6%3F] 9% o B wm i F

linezolid ¥4 % vf A B 5238 2 BT A 5 R a b Er F T o BX 5% linezolid #»
1 ;u&¢f¢4m1 Ff@k"g,ﬁfrv‘&cl(fi&“, * /% 2 F %(8.2) (2R RE Y
£)- w%anMﬁ#ﬁa&ﬁ*mﬁéoﬁkﬁ*ﬂﬁ%ﬁiﬁ% ot B sz

2 ;LEL}—} linezolid en¥k & > 12 % linezolid &« * %8 ~ & #F & YR T BB AR 2
7

>

74
PR RFT %  ZYVOX T it § BRI BB A valad T4 12 (LRRADR
REFH(10.3)) -

6.4 -]

KA 2§ BB DS A R Rk Qi A ER ST *~u£ﬁ**“Hi%“j
%&wamiﬁ%%ﬁﬁ A EAT L @S 0 KR ZYVOX * g
RTAE AR HE 2 xﬁ%ﬂﬁ%ﬁﬂwﬁﬁf*gﬁﬁﬂnﬁﬁﬁﬁﬁ-'
(12))

. wwﬁﬂ%#ﬂ%a$@¢
o AFRLAFL(HB BT I 12K D A TR H R ] @I @RS R

e # vancomycin 3 #iZ {4 <1 Enterococcus faecium g %

$5 317 f2E gp A TR BT L ¢ FE2 ZYVOX * 2t 24 i 4 s T AR R en®
Pfod Rl ( B TR RE TR (12)

e o Staphylococcus aureus( i *2++ $+ methicillin 5 g < {25 tk) 2 Streptococcus
pyrogenes 514z chzbig fedd L K fod F RS E %




7o "mi”}a’*’%\in HEEI2E o A %A Hfo b B & 2 Linezolid (6 2 #4484 & F
Mo BT HN SR ERR? ERE S0 2 B &2 P& a4 Linezolid 2 iR
ERZ g o Flpt s AR BEHERY T E R E Linezolid * 3¢ g4 Kk
«b}é%@i%i«‘fﬁi’( o

“;&.\\

X

A AT s A ¢ H linezolid 4 & 4 B ¢ 22 o - HFERT > UL L
# #_ e linezolid 7 ﬁft_, "g‘_%;’aﬁ_:@ A ESS P @ R BRI o

Koo % A (&) 343%) 374 5212 7 2 & > # linezolid F—*‘fﬁf ¥t AR
FTA N T A BEM o F L o R F DN T P RBETLZTRE 12 10E /2 7
FREESX(FErE2E (31) ¥ &4 F84 (11) )

4 VTR R SR 06 LE P E WABEER LA BE ZYVOX b (Bl ik A
MIC % 4pg/mL)ss2d s 4§ 5 4 (83%) Aok 1 hJh o 2 &3 4 4avt > 524 g5 4
linezolid i % fr 2 4 Je § £ (AUC) &t 3§ £ B i B ot it o T TRA ISR F b
P2 Em A FE AR R FMIC 5 dpg/mLl i A o R TRE S BREY B 2k

BERM SRR E RERRETTRT AREN (SR EFE S P (L) 32
£(31)-

6.5 % & 1
S 2 W ETRR &Y G 2046 Lo ¢ #E ZYVOX fipf o LY 65 A ]
589 4 (29%) » 75 fk & 14 b ¥ § 253 4 (120) o 1B & & 4 fo i dE ey 4k g
QiﬁﬁﬁﬁﬁﬁWPiﬁiﬂ’ﬂ%@%%%ﬁ&@%ﬁiﬁm%ﬁ4%3@%4i
Fenio i F e % A8 > RARPFFLE G RFPREHLLEERL -

3
f
£

7. 23 &2

7.1 H g i pE e gl A

Linezolid % - Vit > % EE B/ M HE % P H(2RZRU)FEFH B
1£(11)) -

EASE T E ST ST L

linezolid £ %+ ”f]l"% %7 (adrenergic)fra 7% % (serotonergic)# 4 2 BF € 3 2 3 iv* 17
(SR EFLLAEE(5.1.3;5.1.6) » EH 4 FEp(11)) -

8. #iT* /2 & F




8.2 TRk ¥k B5%
Bt LR R R LR R P - FROTRA R LS RF R RS T -
By TRh % LF BF R 4 ALK BIRE F A iR o

2 A B A
zwg;ﬂwwxiﬁe&JM6?ﬁﬁZW@X%%ﬂ@§28%w7%$;w%%ﬁ
B R

BT L B oA K 8R4 (uSSSIs) isf ik A ¢ 0 254904 % ZYVOX in o 0
oA 19.6% T HBER AL G- A EFMA LF ke H B RS 5o 204
%oFet ZYVOX i chp 4 & 143%hft R pm A 1 VS fi- X EF M7 L F JE -

|

2ZNTF G BETRAREEKY 0N R AFL F I A0 1% TG F R M G s 18
MR LR g A Koo

22 CHRIBAFEERY O 4RX ZYVOX jpfy e A A ¢ o B4 Sx 1002 Jp R 18
Meh7 TR

A A oA F m g g 4 ERTpTy ¥
ZYVOX Clarithromycin ZYVOX H & e
7% F 400mg # 12-] p& | 250mg *12-]} BF - |600mg & 12/} | &*
- H TR S R (n=1464)
(n=548) (n=537) (n=1498)
A 8.8 8.4 5.7 4.4
g 8.2 6.1 8.3 6.4
o s 5.1 4.5 6.6 4.6
vk 2.0 1.5 4.3 2.3
2 p 2.6 3.0 1.8 1.5
A% 1.1 1.1 2.3 2.6
. 0.4 0 2.1 1.4
E A 1.8 2.0 1.0 0.3

10




i Ak ﬁfjiﬁs 1.8 1.3 11 0.5
v AR AR 0.5 0 1.7 1.0
e T L 0.4 0.2 1.6 0.8
AR % 15 0.2 0.3 0.2
ZEF R 1.3 0 0.3 0
By 3R R 1.3 0.6 1.2 0.8
e K el B 0.9 0.4 1.2 1.0
(Generalized

abdominal pain)

*$ B % & 3% cefpodoxime proxetil 200mg & 12 -] pF - = ~ v JR ; ceftriaxone 1g * 12 /] pF— = ~
#0% .1 & 5 dicloxacillin 500mg # 6 /] pF— =t ~ v JE ; oxacillin 2g * 6 -] PF— = ~ # %1 5 ;

vancomycin 1g & 12 -] pF— = ~ $#9% 3 & o

ie B USSSIs s & ¢ o e ZYVOX in i e A 2B g 4 ¢ A B G 3.5%fr 2.4%
WEFAMA F e B sy R B ERBES G 0 X ZYVOX infr dhup 4 B iR
o A d A 210070 L7960 2 EFARM T LF Jea Bk ic R o BRB s OB A
REFIPM A LF GRS R RIR R

© 2215 fE A )11 ReniIE g 4 0 R 248 £ 5 K T 17 iz g 4 (i 248
L5 E T 11 f 146 4 0 12 & 3 17 f 102 4 )¢ 3R ZYVOX HA hE 24 e L g
AME D BEZHDHRBAERY EX ZYVOX nhE 28X - Al X E FAB R
N e EN E SR T 4( 47 11 Ry P oo R S 3% linezolid &
vancomycin s % = Z % linezolid 75 % % 6.0%(13/215) - vancomycin ;5 % &
3.0%(3/101) - k@ - ﬂp¢'ﬁ}?ﬁ LEFREDRT AR TURBRED S BERES
o 2 F] % B TR e
i USSSIs #152d gp 4 ¢ o B E ZYVOX ipf A A S HE Em 4 ¢ A NG 19.2% e
141%2 “ 5 - ZEFAM 3 25 oo RH R RED & 0 EX ZYVOX jnf s 4
PR s 4 ¢ A G 1889617 34.3% 1 - X B APM A LF R o

2297 5 % 2 DHBREAZER? » BRI - 0K OTE o Ao B A g 10%( 8
A7 iF — éﬁa&)’ AR FI R R sk IR LR o

11




+ -
A=

DB RR Y 0 RS E - SRR 0 BB F A

N 1%7\/;—-}% fo AR

LR

WAL Kol sk Ax| Hoe i R
?F ZYVOX Cefadroxil  |zy\vOX |Vancomycin

(n=248) (n=251) (n=215)| (n=101)
g 7.8 8.0 10.8 12.1
Rk 2.9 6.4 9.4 9.1
5RO 6.5 4.0 0.9 0
B 0 0 5.6 7.1
=] R R 0 0 4.7 2.0
o s 3.7 3.2 1.9 0
e F A B 2.4 2.8 0.9 2.0
Fa 3R LR 2.4 2.8 0.5 1.0
T 1.6 0.8 2.3 3.0
ook T 0.4 0.8 1.9 1.0
2L RN 2 4 R 0.8 0.4 1.4 2.0
) 1.2 0.4 0 0
*5-11 fp 4 % ZYVOX 10mg/kg # 12} - & ~ v JR > & cefadroxil 15mg/kg # 12 -] pF -
=~ v PR ;12 ;%« rb o A de X ZYVOX 600mg + 12 o] pF- =~ v JR > gt cefadroxil 500mg
2/ PF- = TR

TR 2 3] 1L s 4 B

OB & #& = vancomycin 10-15mg/kg # 6-24 /| pF - =%

% ZYVOX 10mg/kg = 8 | pF - =%
FIRL B o

VRIS IR E &R T

in o USSSIS 1 E o A ¢ o3k E ZYVOXin g s A BB s 4 0 A NG 1.6%f 2.4%
OG- REFAAN R e bR R 5 0 R ZYVOX s R s L B HE
Mo A ¢ A EF 0.9%7r 6.1%d St E AR P L F A Bk s

REEZHRRAERN

PR BEINES 12 ) - % 600 e o n B EE 28 X ZYVOX € i S )
BRUE Ay 2 PHBRAFEHRY ZYVOX g 4 FFw 8P RO (&S F
T e/ S TE%E K )ep 4 B A e 2.4%(E %Y 2 SR 0.3%
T 10.0%) @ P w5 1.5%(‘4@&5@;69@“5#@ 0.4%% 7.0%) - B/ d 2 %

12




11 fentifa@d p 58 R3¢ > ZYVOX e 4 B ¥ a | P i > (L& 50
T F T RE N A2 T5%:R T"&—*‘*’)ﬁ’::}}ig CF oAt A 12.9% 0 @ vancomycin = :
13.4% - &~ 11 517 RenP L 28 s 4 5 ¥ kPP ¢ ZYVOX 2% 2 B ¥ i ) ¥
B pvep A A G 0% @ cefadroxil i 0.4% o ZYVOX #7ig & i o] 7
EEIGFIE DL ET M(- B 250 f) e ERLIGHEL > S PE A )
PP §AUBIR R PR/ AR S P HBTRF R F 28]
;Fg,bﬁﬁﬂ:;{;;/\ T HAAAH B MO ULF oo - ZYVOX in A i % 31 41% > 5 4
FR R AE LB S 4 D T 2 linezolid Bt F E AR A & ¥ AR (%
E!.‘i%-?‘g/——isiﬁ(&l.l))

Rl BB A ZYVOX Efr R 2 B X 15 B F

i
HRFERAEEN D CURTEBRE S D L TGP
%\’%\i" \',l.\f\."z\,__“E'—i—;laiz')ﬂim_,k;%ﬁ;gﬂ#mllﬁg‘ 13’—/)54]L*§%E'E7 7::\'4}

2w A ZYVOX #HETRA#&E® 1 - IBEFEF 90 R E R EL A A A

PEAF e A K oL K mih B i B
ZYVOX Clarithromycin | ZYVOX |H i ¥R
¥ o®& E W R Y
400mg 250mg 600mg &1
E12 ) - | K12 - X | E 12 P
= =%
» % % Hemoglobin (g/dL) 0.9 0.0 7.1 6.6
n - 4 # P Platelet count(x
0.7 0.8 3.0 1.8
10%/mm?3)
v w3 # P WBC(x 103/ mm?d) 0.2 0.6 2.2 1.3
V%’ v o kP Neutrophils(x
0.0 0.2 1.1 1.2
10%/mm?3)

AR E R F o R F T U 2 T5%:R M (g P G S P PRI Bt 50%:R i
F)AREEA D FF B F T VE e AR E 2 TO%E M (E Y Y S SRR P
Al B~ 500 K )

T %t p = ¢ 32 cefpodoxime proxetil 200mg + 12 -] p¥— =t ~ ¢ JR ; ceftriaxone 1g + 12 -] p¥ -
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= ~ #% ;1 54 ; dicloxacillin 500mg + 6 /| FF— =X ~ v JE ; oxacillin 2g # 6 /] pF— =t ~ # "% 1

&+ 5 vancomycin 1g # 12 /] pF— =t ~ F %1 8 o

27 D ZYVOX HRfph#ERY 1PN R- I EFREYSFL L M RFEL S AR

ARt L e e His 3§ B
E*
¥ o& & P ZYVOX |Clarithromycin|  zYVOX  |# & #@ &'
400mg 250mg 600mg
F12/ ) - % | F12 0P - K| 512 - =
AST(U/L) 1.7 1.3 5.0 6.8
ALT(U/L) 1.7 1.7 9.6 9.3
S % & g5 (LDH)(U/L) 0.2 0.2 1.8 1.5
% 1 eEpe s (Alkaline 0.2 0.2 3.5 3.1
phosphatase)(U/L)
"5 p= (Lipase)(U/L) 2.8 2.6 4.3 4.2
sk 4= f= (Amylase)(U/L) 0.2 0.2 2.4 2.0
i #% - % (Total bilirubin) 0.2 0.0 0.9 1.1
(mg/dL)
F% % (BUN)(mg/dL) 0.2 0.0 2.1 1.5
sofg i+ (Creatinine)(mg/dL) 0.2 0.0 0.2 0.6
FAMBEL P B F B2 28 ERF  AREEI T AP T F VB2 2 B

B 26885 F -
T ¥ P e ¢ 3% cefpodoxime proxetil 200mg + 12 -] pF - = ~ v R ; ceftriaxone 1g + 12 /| pF¥ -
=x ~ #% 1 8+ ;5 dicloxacillin 500mg + 6 -] PF— = ~ ¢ JR ; oxacillin2g & 6 /] pF— =x ~ # %1

&+ 5 vancomycin 1g # 12 /] pF— =X ~ F %1 8 o

2 A ZYVOX HRipkiEHmY I PR - IRFREF O R ERK B2 iﬂi«‘lﬁi .
A

- AT Se A L fr B et
R

& E R
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ZYVOX |Cefadroxil| ZYVOX [Vancomycin
= % % (Hemoglobin)(g/dL) 0.0 0.0 15.7 12.4
% - 4= # p (Platelet count)(x 103/mm3) 0.0 0.4 12.9 13.4
5w H#c P (WBC)(x 103/ mm?®) 0.8 0.8 12.4 10.3
¢ ik s sk de B (Neutrophils)(x 103/mm3)| 1.2 0.8 5.9 4.3

*ASRBEDT FRE R T LEZ 75%%37“&'*[5(“ ﬁi‘fg oo f IREP PF o R Byt 50%:% W
ﬂ) ARMBEFPDTFPEF T F T REZ 75%(L“§?‘{F‘F§v‘lrié n IR ECp pE o P Bt 50%&1&—?{)
fo i B iE 2 75%&1@—;{ (dr% AR FcE M1 F T |- v ﬁ?‘u—g ¢ e o R#cP BFo R Bt
50%:8 i ¥ § vt fius ik PF o BBt 90%:R KK ) -

"5-11 s ¢ 4% ZYVOX 10mg/kg # 12 /] p¥— = ~ v J& » & cefadroxil 15mg/kg # 12 /| p¥ -
Fov R e 12 gt o A dR X ZYVOX 600mg & 12 ] pE- =~ v R o 2 cefadroxil 500mg
2 - =~ TR

i e A F] A1 K s 4 4% ZYVOX 10mg/lkg B 8 ) pE- s LS R I E R T
B F & 4% £ vancomycin 10-15mg/kg # 6-24 o] P - =~ #F5%1

PR ZYVOX HR TR ESRY L VIR - AR FRE AN G P hRREL 2R

+

e iR
A 'p' AN

F

& F ot R ARt A Kok Kl 478 B i g
ZYVOX Cefadroxil ZYVOX|Vancomycin
ALT(U/L) 0.0 0.0 10.1 12.5
g p= Lipase (U/L) 0.4 1.2 — —
Jk += f= Amylase(U/L) — — 0.6 1.3
% = 2 Total bilirubin (mg/dL)|— — 6.3 5.2
»ufg B+ Creatinine(mg/dL) 0.4 0.0 2.4 1.0
*ARBETAF LY VEZ 25 RFF ARPFE AT F FUEZ 2B

Bz 2 B BFE (0 RAEL AP mw 15684 %) -

To5-11 & i 4 Fet ZYVOX 10mg/kg # 12 ] p— = ~ v JR » & cefadroxil 15mg/kg # 12 |- p&

- N TR 12 R dop A e ZYVOX 600mg & 12 ] pF- =~ v R g¢ cefadroxil 500mg
2/ -~ TR

i A T 1D K s X He® ZYVOX 10mg/kg F 8 | BE - s AL/ TR > AT gRE 8

2 TR & 4 % vancomycin 10-15mg/kg # 6-24 o PF - =t~ PR LS o
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83 t# 8%
VE R o ¥ 4 2 @s;agr;:‘ﬁf HIEE K ) A u'uru%’@\

o FERFFI(FHPL I ETRBE S S RMAERRL E L P FRD)(SBREFEMRLLTE
7 (5.1.1)) ; % 45 3k ¥ w2 § o (sideroblastic anemia) o

o FHMWGHEEIARMNERHRE  FHEEHLIRS (FREF/ALFAGLY) -

. %ﬁﬁﬁﬁ%(%%%%Mmiﬁwlmowﬁéﬁiﬁiiﬁii%%ﬂ“&*
EiRie R 283 R Adp A o RGBSR A FEL LTS -

. @&ﬁ%i%%ﬁﬂw’é%ﬁ%@w(%mﬁﬁl¢%W%%#%)%wm%’
A ZYVOX ¥ F AR M i F R R ehR 2 (SR EFMALEH(5.13)

e LEE (FREF/ALLTHGLY)-

. ﬁﬂw‘ B~ FHORHE s 2L KRN FREAAK EY EF (WA 4

A 7% f#g % Steven-Johnson g i #2 A § £ %) 2 Bl § L o

e 5 ¥ linezolidpe s 2 7 & 40 ¥J 2 FIHFRI hfEd o e wHRNEHER %
Hup A 0SB R ET PFR(L IR )2t T AR PR ET R

o MuifE i REKEME B(FREF/MAILFAGLI) -

o M 4R/ R IR A E A bR 1 ¥ (SIADH) (£ B ¥/ 4 ¥ 1(5.1.10)) -
9. B E
FERF  ERHEFLEFERE T AFT OB RH o o wpFE e 2@ linezolid

PR o - TR R Y o 427 linezolid = ) PEIE B AN T L H = o) BN 4 pE
93 30%mfaw])21 FAREE D oA AT G MR IR AT S A R A linezolid R o
B g 2Es ¢ > % B3R % 3000mg/kg/day A B PE 0 NI EE Y F TRk gk L K
fei@d 4 345 g &% 2000mg/kg/day @ & pF o IR E MY F OfREEMR R TR

(:%

10. #F3@ Ei
10.1 % ¥
Linezolid ¥ - f#4 % -

XL

T 4

Linezolid .- &+ 1 & = s % > B>t oxazolidinone #f » v enfesk * i 1 & &0 %
RE LI FABEETE SR A o B RR AT linezolid $ - & E LR R
% F7 iv* o Linezolid ¢ £ ' 7 50S +% #% | %8 (subunit) + 57 23S 24 RNA % & » ¥
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FE Ok # g a0 70S é\izpme Wha)a o« LA LML R RAERY L&D F o R

7 (time-kill) =0 3 % % B¢ > $ % 3 7 6 (enterococci)f- 4 3 7% 7 4 (staphylococci)
@ % - linezolid &_#r (7] (bacteriostatic) - 47 7/ (streptococci) + % s Ltk @
%  linezolid #_# j7#] (bactericidal) -

B oh 2% kg ot > 23S rRNA 1 H 2k % % (point mutation) & linezolid endi @ 45 B - 7 3F
+dp o &gk & * linezolid #F B - vancomycin L% 4 Enterococcus faecium %t Imezolid
é_i FEW - F A2 4D 0 TR * linezolid ¥ & > methicillin o E & 5 ¢ §
BES F](Staphylococcus aureus)¥t linezolid 2 2 7 2% o iz ' F ¥ linezolid s %
ri Rg2 s 23S rRNA HH gL R % (& 2576 = % 1+ r5g Aemeg[thymine] B~ % § vk ed
[guanlne]) B od 2t 4% a5 23S TRNA & 248 36 (L3 fr L4)ehL & AR IR R %7
4 oxazolidinone #g # # £ 3 3@ M ehjicd o3 ¥ 4 linezolid & 5 2 2 B oyt o
"AEBEEL €A T F kA linezolid FFE L o I F M 2T F RPN o Cfr
(chloramphenicol-florfenicol) z 145/ » F &8 &3 § 3k A2 B &% -

£ b x % ¢ & 7 % R linezolid £2 vancomycin, gentamicin, rifampin, imipenem-cilastatin,
aztreonam, ampicillin £ streptomycin 2. B 5 4 = iF *  (additivity) & = B |+
(indifference) -

AP SR S TR L R % 0 linezolid i opmendtET S 2 b 4 3 R (isolates)
(5K 4 Bz (2)) -

ERCBER

Enterococcus faecium (#*3*+ $f vancomycin 3 % 2 cha 3 F k)
Staphylococcus aureus (& 4% ¥+ methicillin 3 2 2 54 3 F )
Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

TG A RRDFRT LY > L HFENRAE RS A FE o ALE 90%HT
7w B B T PRl R Bl dr EE R (MIC) M0t & %2058 0 B e 4 F+ 40 linezolid B % 14 7@
7 Bk (linezolid-susceptible breakpoint) - Linezolid * *% a3 & & b B 973 = 2 T4 B %
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g 2o dt o F RS F 2 G LB HBROTRERRET -

iR

Enterococcus faecalis (& 4% #F vancomycin 7 % |2 24 3 7 k)
Enterococcus faecium (¥ vancomycin 3 g < {04 3t F )
Staphylococcus epidermidis(# 4% % methicillin 3 <% {2 0 3 FHR)
Staphylococcus haemolyticus

Viridans group streptococci

ERFLKEER
Pasteurella multocida

R M (Susceptibility) s
FTHAZESERSEBES FIR LT 2 B A RIFEREF - L2 A RIRES 22
=T 4lE% > 3% B https://www.fda.gov/STIC -

10.2 E &R 4

- BREWL ESCNBEHREFZ AR EFHR S THRIRAKRFORE QT
o440 ik B E K 455 H A ZYVOX 600 F ;41fw%IVﬁ$i%E€MZYVOX1ﬂm
Tl pE IV% IV~ RA 2 v JREFBEHHERES - 4600 5.5 1200 £ 5
mzwmx%iT’é LY ERBAAEREUERRY A REI PP A
QTc & # (QTc interval) 2 58 -

10.3 Tomk w % 2T

1031 R B - RRBEEIHIAARPGIRAFALEFRF L LDy TR
linezolid 3 i 4 » L AP FERBR I HERRPEA 172 (Ames ‘o FlgE i @
% CHO w®2 % %)~ %8 ¢t unscheduled DNA synthesis(UDS) 4 4772 ~ A %83 = =k e%8 ¢F
2 ¢ 4 £ ¥ (chromosome aberration) » 47 ;= =48 p -] B -] ¥2 (micronucleus) ip| 3 /= >
linezolid ¥ # € 7 Ik R |1 & ¢ 4 4 4 %r 4 (clastogenic) -

KR pew 14 % B e v PR E linezolid #< % i£ 100 mg/kg/day «n# £ » & IIRE % 7 %
%k o Linezolid 7 ¢ 58~ #opd <~ Rend 4 &4 7 #i o § %2 linezolid mffﬂ]i&_
= 50mg/kg/day E%(% E‘é GENAANAMEZE 0 M2 195 AUC R iE1L )
ERPEAHET g A A A T M AT IS RS 4 g
£ o AP *"fimﬁ‘- o g ja A, B F 2 Pow (Orientation) ® ¥ kR 0 A oA 35 o A A
4R T 8 PR A e w4 (epithelial cell hypertrophy) 2 3 4 - &g &+ ¥ A &

3] Z»LFT e g vl%

=i
X
a
E

%4}
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https://www.fda.gov/STIC

HEzef A RAM By PP T LE linezolid(% 7 2 36 % ~ pFi ¥ linezolid
50mg/kg/day ; % 37 & 55 = + pF ¥ 2 linezolid 100mg/kg/day ; * R Z & 3 B * 1 11
REZEL AT AUC « 17 ) B S | L 74 §mleen™ i1 o p 2p 93 f
PEDAA DS HEBHERF 6 X EFAE5 X)) 74 ﬁa%?ﬁ;(éfé 5
AL EDER(AL 222 35 2)EE@P ap T ARRI A S F KD
IBAEXHOAREL FRRINFTEL RS ER S

1032 #$ 3 R Efr/d FLE

hEEfeS Ehd B2 5 o linezolid # Moflde Bp 4FiL o S 2% Y BT e HE
foi * g AR B o d BEpe ] T o ptid 2 2 F Bw ke B4R > (hypocellularity) 0 i@
P AR RARROFEE O R S M A M B AR KA TR 6 Tk s a
PR R I R o R T R R LT e L BRI Sl
§EMRE ST R MEH R A B BT AR TR I R 2 s B
L

[id
1“;'

B o

X v PR linezolid i 6 B * ehx & ¢ > LRI HE X 80 mg/kg/day =z« & 1R 7

FERIERLSFAH GHMRIC2ZME > A B PP KR BLED - &

ZR Bz KO REMSE F A SRR o AR RABERI g o

AR RN EREETE D AR G g BF B2

Gze~ BBAF EMRIYP AR LI > EFAEEELELDH 2 A2 HE > ®

BED DT M GT AT AT SO AR TR XL Bhp P PE
G

c A - RFF R % o

I

It

N

BRI L AR PR A EF R Ak R RRREI S B R R
BRRIERE S SRR RET 22 e AR TR SR 2
B

11, Hpted ERpP

*AH e v JRE %16 linezolid (8 T ISE R H S S E S o & 12 0]
P T PR 600 E | £ 153 48 AUk ¥ o linezolid ik Kk R 4o Bl - 4T

4~ 1 A e Linezolid T3R8 X )E 6 & Sk
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Linezolid Cmax Cmin Tmax AUC* t2 CL
hd) pg/mL | pg/imL | Hrs ug * h/mL hrs mL/min
600mg 4z ¥
H - B 12.70 1.28 91.40 4.26 127
(3.96) (0.66) (39.30) (1.65) (48)
512 ] pF 21.20 6.15 1.03 138.00 5.40 80
(5.78) (2.94) (0.62) (42.10) (2.06) (29)
600mg
# % e
- @ 12.90 0.50 80.20 4.40 138
(1.60) (0.10) (33.30) (2.40) (39)
£ 12 ) & 15.10 3.68 0.51 89.70 4.80 123
(2.52) (2.36) (0.03) (31.00) (1.70) (40)
600mg
TR F A
- B 11.00 0.97 80.80 4.60 141
(2.76) (0.88) (35.10) (1.71) (45)

* H - & & 9 AUC=AUCo-. ; % # & AUC=AUCo.1 -

td 625mg A B R E A

M

W oehdcdy o BRI A R L 0.5 ) PRIL -
Crmax=x ¥ /%}iﬁxr_g & 5 Chin=x ¥ /&fiﬁkiﬁfi ; Tmax:—%gfj-ﬂ"— ¢ /%}iﬁxr_g B enpF

AUC=x P JERHPF R 2 4 &7 g f t1/z=#i”ﬁ¥i’ T 5 Cl=2 ¥ Brij & o

n
©
1

n
&5
T

LINEZOLID PLASMA CONC, pg/mL

—e— 600 mg oral every 12 h

g]__
#3815 n=16)

N8

4 6 8
TIME AFTER DOSE, hours

DA E 12 ) pFr R 600 F @ B {5 0 ffE TR

f&pe > linezolid eha % 0k & (& 35

“ T ! Linezolid v RSB > c PRES X K- 3 - BT ET
BEAT Y F XG5 100% - Fp linezolid ¥ 12 v PR F K L
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Linezolid x 22 pF 2 o 4 g % B PR @ L o § linezolid 2 3 "y a5 pF o> i 7| 5
“Lﬁﬁiféfiﬁv%%*gzﬁé 15 2 22 ) a2 n® ERBFEEERY 17%-
Ko AR Fd 2182224 0T ERAH H (AUCo-w)4p 12 o

A B4R AN HE S F D N r linezolid F A A DB i R e g

Linezolid e 3-v %‘f‘iéz FANE31% LT ELOER B MEM o AR
4;115@;@”* ' linezolid f48 Tk i pFens G R T 355 40 1 50 =& -

AR U B W R R
* e R8¢ h)k B o Linezolid frd 27 ifc
¢k R F S 055 1o

% 32 linezolid & > i) 21 linezolid %A
PEER R L2 1 AFRE R Jf:

3 Linezolid i & & 3#+i2 j5 5 morpholine keng i > 22 4 & B2EFE M > KA

F 4 B o0 ¥ L (carboxylic acid) * # 4 @ aminoethoxyacetic acid © # + (A) -
hydroxyethyl glycine 4= (B) o dp4&ip] » S 3P A 7). 0 d pE 8 /A, = e
MR B & A gd - B2 FRFRCOMVEF LG o WA RREP
linezolid f% > A% %33> # a0 A 5 d A fiwPe & % PAS0 X FiLit cho X @ - linezolid
RBR T AR 2P E

= -}Ezéb%"@ﬁ%ﬂziﬁi*ﬂ ﬂé linezolid 2 £ FriF 5 7 65%- & f8 Tk L PF> + 5 30%

& £ 171 linezolid 25 g whRE Y @ g 40%ndE £ Lt B 2 10%m§ﬂj€ R
St AR DR B Fyz» . %"«ﬁmlia@z-}%’-f‘ LA0F D NG B T E Rk
IR % o F ¥ A3 linezolid A& Z T ? » a3 6%% S%m%?ljitzw\ DRV
Bifx?ﬁ" Redigd o

H# 4 linezolid e & p » BRI B F 5 AR PZERMEIR % > 27 0 A d W ARG
Jk R PF o linezolid T HE{o2b T BB SR o R SRS hL B ) 0 &2 P PA

By .

EER L
EERA D EERAGS AN ) EB B TR SR ERA T FRD
FHIE -

REFACEHN2D ITASTEHA(FHSALY AR ) 12 K3 17 khig
B s 13 124424 54 ¢ @ 4 linezolid # %% I&TE—E?I 1§ i &
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LFFFLE - H 21 0 linezolid % # § % dicdf 000 4

Ll
3
&

[
&
A
+
W
e
S
@.

Qi 43 FEE SR linezolid gk ¢k B B A E (Crw) fo A M (Vas) 3040 025 2
@ linezolid & ﬂf\rfrsi%?*: ENEF E SR oA o Kf TERE AR - R A ATE D
2t Ee g - B 1 1L &) B ANHE SR R B ST E - B E
%_“J@/;%k,E’f;.JE‘(AUC)LL ~A MO E RS ey TR F A EF L & 3 4 B linezolid
BB EPRFF Q28 FF 45y > TGS m&mi}k_,fm\ K ek
SRRE S Bmlmezolld B dfer &k BB (AUC)S B B £ B 30t & 4 4 o

BN MR hagp A o & B ER e - xFIhTsE g AUCE > & 4§
MER N AP S 1D P 'xi’"JmAUC AR 1 o T 11;&1‘1—rs’aﬁ:]};«74m
HE Rz AE 8 FEIRY 10mglkg s 12 K & & { X hRd 4 0 AR R ALE 12
JPERRF 600 mg (R * i * £ (3.1)) -

o4 DD E B AR e+ H - & £ 10mg/kg e 600mg linezolidz {¢ - linezolid e % #-
¥ 58(T 0 (WCV); [ ] & &+ &])

e 3 2y Cmax Vs AUC* tue CL
ug/mL L/kg ug « h/mL hrs mL/min/kg
SRR
- 12.7 (30%) 0.81 (24%) 108 (47%) 5.6 (46%) 2.0 (52%)
<1 (N=9)' [9.6,22.2] [0.43,1.05] [41,191] [2.4,9.8] [0.9,4.0]
LR Tt 11.5 (24%) 0.78 (20%) 55 (47%) 3.0 (55%) 3.8 (55%)
<1 (N=10)" [8.0,18.3] [0.45,0.96] [19,103] [1.3,6.1] [1.5,8.8]
LR Bt
=13 =28=% 12.9 (28%) 0.66 (29%) 34 (21%) 1.5(17%) 5.1 (22%)
(N=10)" [7.7,21.6] [0.35,1.06] [23,50] [1.2,1.9] [3.3,7.2]
B2 4
>28% 1 =31 * 11.0 (27%) 0.79 (26%) 33 (26%) 1.8 (28%) 5.4 (32%)
(N=12)" [7.2,18.0] [0.42,1.08] [17,48] [1.2,2.8] [3.5,9.9]
28 A
3B 0 3 1LK&T 15.1 (30%) 0.69 (28%) 58 (54%) 2.9 (53%) 3.8 (53%)
(N=59) [6.8,36.7] [0.31,1.50] [19,153] [0.9,8.0]1 [1.0,8.5]

FE LR
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12 1 174&* 16.7 (24%) 0.61 (15%) 95 (44%) 4.1 (46%) 2.1 (53%)

(N=36) [9.9,28.9] [0.44,0.79] [32,178] [1.3,8.1] [0.9,5.2]
SRS 12.5 (21%) 0.65 (16%) 91 (33%) 4.9 (35%) 1.7 (34%)
(N=29) [8.2,19.3] [0.45,0.84] [53,155] [1.8,8.3] [0.9,3.3]

*  AUC=H - # & AUCo-w

o wHyt TR A RTALAIBBUE(LL T - 2 EPE ARER G 1D
28 % 2 f¥) o

o A p el TR A REELEN =340

T 10mg/kg z # &

* 600mg & 10mg/kg ® 7| & B & £ 600mg -

S AEHEE T 600mg e

Crac=st # Jk B BB 5 Vo= A fE 1 AUC=AE 7 JR R $HPFR 20 8T cho ff § ip=#27% 2 %

JoCL=rt M E R 2 > & RiF 5 e

Mw] f A linezolid sh A R AE Y F A Moo J\,};)i*—‘f TEMS B e S L
Ed W EDZ R o HE 600 R E S > AT ARG S T
38% ; R Faéﬁ?#kl‘/f%ﬁ FH AL R T REF DG LR o Fp o %?{A,}i;}}%/\
BRLBEL R XA RRE S EHARET AR DER T 3 R
AT REAEHE -

THRZ2IHNIRARTH L 2005 4 0 linezolid R, F F & F ¥ 7 ¢ i
R1%a o ARHE I 2ayp 0 - B & o linezolid & B F MRS F i n
TETHa? 2R ERH e H(FRE2 D) HAPTHILRLI L REITIGFK D
Ja %o 27 linezolid &2 B & 5 (R b chBEH b 4 Fd% o AP T RHB L ERY 14 L
i 4 Fest & 12 ] P linezolid 600 mg > & 14.5 % g (FR AL - ) F15 3 § &

icdefe o 357 i 214 AT a0 linezolid shu Bk & 0 AP TR T 2 AgE A A ERE
AERE - Rd > FZALIHNTELE AP FRTRLDREILEZDT N T
e A 2o AT linezolid o R E i P AP hng;\m/gﬁ_f % {4 - Linezolid
fo= B R Bt ;ﬁ:} PRI AR A I #Hf o AT 7 B LU 47 ¥ linezolid # 8 F 2 R

e o 4R linezolid = ] P (S B A 5 L B 2 o) PRen R B 45 BF 0 9 F 30%:naA
B e F linezolid & v 54718 4 K& o

2L ALRBEERROTHANI 2/ A Y 0 T RKEZE - H E600mg linezolidis
Linezolidfr & @4 AfrBenT 35(H& # £ )AUCHr uf 3 8
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KEXRFPRTHLI2ERATH A 2
R S CLcr >80 | 30<CLcr <80 10<CLcr <30
mL/min mL/min mL/min
Linezolid
AUCo., ug h/mL | 110(22) 128(53) 127(66)
tua, | P& 6.4(2.2) 6.1(1.7) 7.1(3.7)
5 i A
AUCo.s8, ug h/mL| 7.6(1.9) 11.7(4.3) 56.5(30.6)
tua, | P& 6.3(2.1) 6.6(2.3) 9.0(4.6)
~ #ti B
AUCo.48, ng h/mL| 30.5(6.2) 51.1(38.5) 203(92)
tua, | P& 6.6(2.7) 9.9(7.4) 11.0(3.9)

1 % #+F B &_Linezolid ehi & & F4 -

L - AR %":}]is e ;éﬁ P X = 12 ) pF linezolid 600 mg » & 14.5 = a5 R
i > Linezolid {= & #t4 A fr B ehT (R £ )AUC frftip 2 % 5

54 AU TREEY !
LINEZOLID
AUCo.12, ug h/mL (& 14 — & & 4 1%) 181 (52.3)
tiz, /) FE(B (s - BEF () 8.3 (2.4)
N A
AUCo.12, pg h/mL (14 — | & 4 15) 153 (40.6)
tig, | PF (Bis - FEFFS) 15.9 (8.5)
“ ¥ B2
AUCo.12, ng h/imL (3 & - & 2 $ 1) 356 (99.7)
tia, | PE(Bts - BB 15) 34.8 (23.1)

1A =472/ o

2 &t B 5 linezolid shi & & 3 o
Wit A R IR DY R 3 2 (Child-Pughclass A & B)fs 4 (n=7)# linezolid %

BEX Ao RFRERF DT HWERIY RS R 2B XA ERERD
R R o LT3 2o 4 i linezolid #d F & AARTER o
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LA

Fi2
;ﬁ‘d m¥% & % PA50 & HenE f

= B > linezolid 7 #_ w2 ¢ % P450 (CYPA450) 34 % & o ¢+ ¢t » linezolid # ¢ #r 4] &
ek £ & e A 48 CYP isoforms (4- 1A2, 2C9, 2C19, 2D6, 2E1, 3A4)tiE 4 -
(S)-warfarin i & & d CYP2C9 - linezolid 7 (S)-warfarin & * p¥ > ¥ 2 ¢ P g ez %
(S)-warfarin & & 8 4 o ;:ﬁ- d CYP2C9  #fen 3= 4o warfarin v phenytoin » &
linezolid & * pF s 2 ¢ & 23 FEH £ o

FLF) R
Aztreonam : § aztreonam ¥ linezolid # * p¥ > linezolid = aztreonam & # 327 ¢
PR o
Gentamicin : % gentamicin £ linezolid & * p¥ > linezolid ¢ gentamicin sh & 5 157 ¢
PT R o

g 1A

Wit kap X ’éﬂ » 217 linezolid 23 i &a4 2 Coasd 2 E 2 iR 3
e chv o fhidie o 2 ¥ F &% 1 % r IR linezolid 600 mg > BEFAY 8 X RY - A
linezolid 600 mg - & % 2-9 = B R F 2 % C (1000 mg/day) 2 2 & E (800 1U/
day) - Linezolid ¢ AUCO-co» # * 4 % C pEsif 4 2.3% & * 4 % E P 4 10.9%
Hr a4 2 Caad 2 ERF 7 L*égp’%?’f linezolid =] & -

% 2% CYP3A4 # % Al

Rifampin : % $- % 16 =2 B = & ¥ Pi%lﬁﬁ‘ﬁ #F- Y & 2P A A =X linezolid
600 £ 5. 5 & » &£ & & A & & rifampin 600 £ 5. & X 4 - @ F 8 X » ;ﬁu’f—xp
rifampin ¥ linezolid 2. Z 4 # 4 & @ 5 - & * rifampin - linezolid ¢ i linezolid >
Cmax *% ™ 21% [90% Cl, 15%-27%] » AUC *% ™ 32% [90% CI, 27%-37%] - ¢+ = 7 i**
TRR R AY AP P d AR DPREST IR aag A ] > 7o 8 TR
% (drimie & % P450)p B o H s "FuEEE £ % 3% ¥ A (4o carbamazepine ~ phenytoin ~
phenobarbital) ¥ ¢ 31 4=t & #f 17 & #& -] <0 linezolid % & & "% 1 o

H ey iv gg(Monoamine Oxidase)dr #| &l
Linezolid & — ¥ & {2 » 7 B i % {2 08 w2 priril - 71 linezolid LW

#f (adrenergic)fr s i % #f (serotonergic) ¥ 4~ 2. ¥ ¥ it § 2 3 £ % o

T 1 %% 47 (adrenergic) ¥ #
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- B E ZYVOX ehh 0 g T M S AR T Y A F A sr kAR A BB H

BRA N T mELH e R A IER o F % cn%E $ 4o phenylpropanolamine e

pseudoephedrine @ A W T 3 o F 4 9:]1% #p % $ 4o dopamine 2 epinephrine 4z
b B ERZEMR > TP AFEINAL TR F ROHEE -

Tyramine : & ¥ = & 4 | pF3% % linezolid 2 & & & ** 100 ¥ 5 s ve(tyramine) ¥ ¢ 2
4 P EGe BEFPARE R FP o £ linezolid /p)é‘mJ]%4 B# L < E 8* 7 F IR
Sp R BE(RR R A # P A(14)) -

Pseudoephedrine HCI = phenylpropanolamine HCI : § & & ~ & B § 2 H &<
linezolid F* > ¢ 4 % pseudoephedrine HCI (PSE)# phenylpropanolamine HCI (PPA)
AR F o e RO B AT ERPD(SREEFALEAGLO) ) 23 18% (7)) - 47
WERER T A bRk B A L P RE o M B S XBH TR R

XA - Hibie* PPA2 PSE~ H Jbi¢ * linezolid ~ 2 2 % linezolid £ & <k & P+
(% 12 ) pEpR* 600 F % > 18 * = X)) & * - & £ 0 PPA(25mQ) & PSE(60mgXH;m
JREIR )E R E R Rifow gt F R F o B - AR T é oo g
I o Linezolid & * PPA & PSE chip > ;' g i@ BRA B o £ 3 mxﬂi x% * %
- B PPARXPSE&E 623 3 ) I3 F o BiE23 3/J\f¢wiqﬁk;§@o
B2t PPA e 3 g & o 1T 35 (fr de ) B B o R (H i immHg): % & Al 2= 121(103
% 158); H @b * linezolid »=120(107 % 135) ¥ jHi¢ * PPA=125(106 % 139); PPA
& * linezolid == 147(129 % 176) - PSE %7 7 % % 4v PPA = 7 % % 4p 12 - linezolid
¢ pseudoephedrine # phenylpropanolamine & * 1 » £2 L & g 1t o pF o T30 hk X Tl
JRH e chdciE & 5] 5 32 mmHg (4 F 0 20-52 mmHg) 2 38 mmHg (& & : 18-79 mmHg) -

& 7 % ¥ (serotonergic) & 4
Dextromethorphan : § 12 i & % 3# ¢ :*f linezolid # dextromethorphan z @ % 3 iF
Foo XA H bR dextromethorphan (& =32 20mg > 4L - = » 2 PR IR 4 /) BF)
& @& * dextromethorphan ¥ linezolid - & & % Fé F pF & *  dextromethorphan #2
linezolid p¥ » ¥ 2 3 3R % 5 % Jg i ¥ (serotonin syndrome)(,» AN LR S
RV R~ F T rERR) -

12. Wb BT

121 & & Fup g % e X
@dﬁﬁ‘%ﬁ%ﬁﬁﬂaf*E%Wﬁ%%4$§é—%#‘?$%ﬂw‘%éﬁ
&é%mxéﬂoxé B2 7321 2eisg o B9 - mig ZYVOX §5 5% 1 bt |
600mg -~ # 12 -] PF- = ; ¥ — 24 % vancomycin 1g B A b F 12 PF - e Z
B pE & % aztreonam (1 3 29 #"%ist - * 8/ - ) ok Tkt TR >V LSRN
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#0203 L3 linezolid is f e 4 fo 193 % 4% X vancomycin in i s 4 38~ A 3R
Z o £ % linezolid /5 & J‘Ff’ﬁ 122 % (60%)E_F/k + ¥ =% e @ #& X vancomycin ;o
J‘Ff’ﬁ 103 « (53%)E §k F TG e fk VIR G R ;ééﬁ ¢ &% linezolid 75
;ﬁii‘;‘f}ﬁ} F L 57% - m &< vancomycin ‘}é‘v«‘)ﬁf"ﬁifé«‘)ﬁ} L 60% - fRk b VG R
WY o Bl Eag 0 2 e 5 4= linezolid ek F 5 47% 0 A X
vancomycin j5 % ¢ & 40% 94 %% linezolid inf i 4 fr 83 ¢4 vancomycin
iR hm A B £ B T ALK Blie g (modified intent-to-treat » MITT) & 47 > &t 5 £ & B
Yeip R w0 G A AR R F o R MITT 245 8 ol F A48 2 linezolid 75 % % 3
57% > @ #% < vancomycin ic f ¢ & 46% - &+ - S A P F P VRO FEH Y 0 &

R~ il o

2 A SRV R R B A A 4 & Test-of-Cure 7 & pF Frie g 5

B R A i T %
ZYVOX Vancomycin
n/N (%) n/N (%)
Staphylococcus aureus 23/38 (61) 14/23 (61)
Methicillin-#w2 4 S, aureus 13/22 (59) 7/10 (70)
Streptococcus pneumoniae 9/9 (100) 9/10 (90)

WREARfAR EHE %

Fdht @B 2 FE4REARrA R e R Fp A REL -~ F3%7 w
£ -~ double-dummy f@k 38 5% h% 3E H o AEHK oy N R S - SRR o
g PRBECIRELDEFA, > FRILRFPFRF S 103 21 % - ¢ - 2 A EL ZYVOX
%1 bH& 600 ® 5o v & 12 ) PF- X 0 2 (8T i ZYVOX v pR4z& 600mg ~ F 12 )
-, ¥ - 2hAEL oxacillin2 su#E%is s & 6 PFF- =t 2 {8t i v R
dicloxacillin500 £ 5. ~ % 6 /] PF— =t o dc % ik F 2 & » ¥ 02 & * aztreonam - 400 %
# % linezolid is fr e 4 f- 419 & 4% < oxacillinis fr ehos £ i& » #3385 - 4% < linezolid
el K F 245 A (B1%)ETRA L T ik b @ d X oxacillin a7 242 4 (58%) AL iR
Bt TR e R VIR A A mmiﬁ] F o 4% linezolid ¢ & 90%> @ & oxacillin
% 5 85%- 22 X WisAKMITT)A 45 ¢ ¢ 316 £ 4% linezolid i s 4§ 313 ©
< ooxacillin i cs 4 > Bl g/ A R R BN ARBHR DN R o & MITT & 474 7
el & ik linezolid s 5 86% 0 @ 4% oxacillin io g ¢ 5 82% - & - = A

CER S SRS S AN LY R o
BLZ AP FITERG S E A Aol § 28 Ao ¢ & Test-of-Cure

27



I

® R A i B %
ZYVOX Oxacillin/Dicloxacillin
n/N (%) n/N (%)
Staphylococcus aureus 73/83(88) 72/84(86)
Methicillin-#v % |+ S. aureus 2/3(67) 0/0(-)
Streptococcus agalactiae 6/6(100) 3/6(50)
Streptococcus pyogenes 18/26(69) 21/28(75)
¥ - W a7 7 & & linezolid * »t;5 % methicillin-#% |+ Staphylococcus aureus

(MRSA)R % chia gk o i 8 - BAEW B %5k » UHEF A58 012 MRSA B % & i
Fag 4 5 X2 o

HoY - A ELX ZYVOX #9154 600mg~ & 12 /| - =x » 2_{s x5 ZYVOX © JR
4z 600mg-~ & 12 /] pF—- =t ; ¥ - 23 < vancomycin 1g %% 3 &~ & 12 /] pF—- = o
S EGRPFEFHL T 283 ek TRAL FE 0 ¥ 4% aztreonam 2 gentamicin
M2 BT I MRSA L E fod K g 4ok 4 enis s o0 4% linezolid i
A 26/33(79%) » @ 4% vancomycin i 5 24/33(73%) -

WA LR 4
S TR LR AR AR B OB L )08 R R
e - P - gt b)) s FRE Y e B R ER DK EF o ARRER I RGE
D PR T JREE DA, FRISRFRF S 14 2 028 2 o HP - BER
ZYVOX 600 % su# % i &8 v JR~& 12 /] pF— = ; ¥ — 2 % ampicillin/sulbactam 1.5
7.3 3 R#F %1 s amoxicillin/clavulanate 500 % 5. 3 875 £ 5. v PR~ 8 3 12 /] pF
- = o & ampicillin/sulbactam & F % en[® 7o #% L& 5% @& * amoxicillin/clavulanate
500 F 5.3 2 a1~ & 6 PF- X o FAEINRE LA~ MRSA HRes ¥
* vancomycin 1 su# P31 bf ~ F 12 /) PF- X o FRPAINEAHNE FRALEE
= e g A VX aztreonam 1 5o 3 2 o E %I s s & 8 1 12 ) - K oo T
F g A G TR el e i (bHe iR 2 12§ 3 [off-loading]) » fr - i
J%fnl%fjl-lﬁ?’i‘ ﬂ’l«ﬁ?m-, E- o RBESSHBARL BRI BT BIsFKATT)
FyEe 7 241 X linezolid ip o i 4 e 120 £ 3% X SRR &oin iy chgp £ o R
linezolid i & § 212 * (86%) A frfk ¢ 7 3= i @ % H P &5k K § 105 + (85%)
Aqer ¥ ;J‘—lp e o gt ITT 48 mm)ﬁj w42 linezolid iv % & 5 68.5%(165/241) -
AR RSN 5 64%(77/120) 0 5 % F BT iR & A FE LR GEF AR G AR & AT e
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Tk T s A (:p,uf BEREA S AmTLALZFE) DA T o L linezolid is
B 5 83%(159/192) > @ L& X MR &K F 5 73%(74/101) - - B M i AR )
(post-hoc analysis) 2 121 & £ % linezolid /- s A e 60 X HR SRk fs A

e TERBRAPE AN LR ARNE FIBEERE A E azéf‘%xa‘.xm’”#%\”
FRATHEMS > L ABIRE L DIAH - A7 /p)ﬁ}—, wdE = linezolid 7o
H 5 71%(86/121) 0 & tdE X MR SIe K F 5 63%(38/60) o b oiE 44T T A rAH B

SR L R = o e b RN L S

2Llw A HE T iER ﬁﬂg\?«&#%ﬁfg:}?slb‘_» R J,L;Iis A f Test-of-Cure # & pF e

mooR A i IET &
ZYVOX ¥R &
n/N (%) n/N (%)
Staphylococcus aureus 49/63 (78) 20/29 (69)
Methicillin-#w 2 4 S. aureus 12/17 (71) 2/3 (67)
Streptococcus agalactiae 25/29 (86) 9/16 (56)

Vancomycin-#u% {4 % 3} 7 (enterococcal) g %

FEF & s 00d vancomycin-FLE g I AR Foeh A kA BE G - SR S éfzi%E ?oss
BpwA@dROLFH o FR%R R %fuﬂ ZYVOX (600mg 12 ) - %o B
g v JR)fe A £ ZYVOX (200mg # 12 o pF- > R BTN U PR)IS R 7T 3 28 &
FA) o Ak F LR pFE * aztreonam & amlnoegCOS|de cT9 LR AW AL R
# £ linezolid = - 66 "é«‘flis AALEEHS A pe 2 KA £ linezolid oo G AR Y L
vancomycm RERSHRAR A2 P L ARG R (ITDA ¥ a4+ g HEeG 65
A EMHE e 52 4 o

A AL s sz 9 §_vancomycin-#Z 4 enterococcal g % ¥ # & intent-to-treat (ITT) 4
i A m/p)ﬁ} ‘(curerate)dr - 7 #3]o % A AR L KRS o sk ;ar}ﬁ} a
HREFEFTEFHEL AMTLNIRYE - AR 005 ok x g iyt § ¢ ¥4
o L FHE wnip I MAE LR

N

72
S
=sF 4

247 0 BAREEF L vancomycin-fE S IR FRE R 2 B EITT #4172 & 4
A % Test-of-Cure ¥ & p* myr‘v%} F
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B2k Gk o }tﬂt] &
ZYVOX ZYVOX
600mg % 12 -} pF— = |200mg & 12 -] P& - =
/N (%) /N (%)
i 2% 39/58 (67) 24/46 (52)
R T T Y 10/17 (59) 414 (29)
3 fo kR R 5/10 (50) 217 (29)
Lk e e 9/13 (69) 5/5 (100)
i A i 12/19 (63) 12/20 (60)
W 2/3 (67) 0/1 (0)
B 11/13 (85) 5/13 (39)

R A kR SRR S R R R SRR S B R B  RRCL o R Mg
5/4‘ o

122 528 % 4
“ﬁ%%wmnémﬂ4

FE 2P feg e R ET TE A ZYVOX infr ke p dF ol s AR L F 2 A
Faodpd friud 3 ﬁ«%ﬁ@@mmﬁm@4’é $ methicillin § 38 {4+ eh

Staphylococcus aureus ~ ¥f methicillin 3 g = |+ Staphylococcus aureus ~ ¥ vancomycin
% +# 1+ Enterococcus faecium - @ &5 0 F E B EFHR 2002 3 11 k@
o A ARE 5 - ML B RS X Eé‘ﬁ o # ¢ — ik ZYVOX 10mg/kg # 7%
A s~ & 8] - 0 MRS 4R ZYVOX v PR 5 10mg/kg s F 8 [ - = 5 ¥ -
fed% s vancomycin 10 & 15mg/kg # 5% i1 b ~ & 6 T 24 o) PF - =0 AR E 58 TORRR G
A% o %% 3 VRE g Ao A AL B A h Z e BR ZYVOX 10mg/kg # 7% 3 s+ %/
TR~ E 8] B o o0 chih A SRR R E 103 28 X e ok TRA L F R
GRUCIE Fok § RN R i) R b?]m/%‘(”-r)p 1 HEAMG 206 o < L
# % linezolid i » 102 %% % “E 45455 vancomycin i o % -2 3 ITT~MITT ~ 2
Tefk 2 7R @y L0 WL RAE A g - BEKAN 4 2T 16
13 Lo A B R ¥ RS VRE & o
AN FRE IV ERARFEY (hpd W RERY o A FFIER L

VanComyCin &"Ejﬁ‘é‘_‘l‘ii }a% E‘Ji E—‘]m]?.} A ) ’ ]Z; }% }:g! F]'L yr\')ﬁl "P °

P
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2SR Re R BRI ATLEIE 2 TRAL VIERDTE R R EERD R
Zie g (SHEFWEF N2 HFTARFLER L)

H A ITT MITT* Tk ¥ P o
ZYVOX |Vancomycin| ZYVOX |Vancomycin| ZYVOX [Vancomycin
n/N (%) | n/N(%) | n/N (%) | n/N (%) | n/N (%) | n/N (%)

EREA-08 13 150/186 | 69/83 (83) | 86/108 | 44/49 (90) | 106/117 | 49/54 (91)

(81) (80) (91)

sl L K@ AL |61/72 (85)| 31/34 (91) [37/43 (86)| 22/23 (96) [46/49 (94) | 26/27 (96)

R %

o ess 13/18 (72) | 11/12 (92) | 5/6 (83) | 4/4 (100) | 7/7 (100) | 5/5 (100)

*MITT = RS AS 405 A BB R FDITT 5 4 -

A AP RIVERDIFAIBLEERAL FEL DL F L B A RRY FR
:}P‘a R i) i %T —}

ZYVOX Vancomycin

n/N (%) n/N (%)
Vancomycin-#% 4 Enterococcus faecium 6/8 (75)* 0/0 (-)
Staphylococcus aureus 36/38 (95) 23/24 (96)
Methicillin-42 - S. aureus 16/17 (94) 9/9 (100)
Streptococcus pyogenes 2/2 (100) 1/2 (50)

e gE B A WO Y e T Bop A FAL e

13. & %2 3%
131 ¢ %
4-1000 #4554 § % -

13.2 »x ¥y

both e E A

13.3 @ iE R
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B3 25°C T Ok o
14 pr i o

£E T Eh
LA A ZYVOX 7 8 & 4 & 5 R Y o

¥EA SR ARA K ¥
F Ao A Ak R * ZYVOX PEAL A DL BA fr%ﬁéﬁ(?}ﬁﬁ EZlii$H#
(5.1.2)) -

RO 0
FArg A Aok R & G F AR 0 ¢ de R wo ke A e R A e
opioids > ¢ wF 7 (SR EFF/ALFH(5.1.3) -

Ta R BRY AT iE
° %"—‘flﬁ’v‘ﬁf"%i@ﬁﬂf)ﬁ?%’@ﬁ%%ﬁ*°

FAvp A B A AR ZYVOX PF o &% g % pi(tyramine)dh  dr 2 AR o 3
tyramine 3 £ & 4 @ FApd A~ F P P AT O AR R 2 a0 A 4 i g
v 5 blde HEFURE B pE S b T enp A pRUE F S R R RS 2 2iF e
hek BEGOPFERFE AN R AEGL R TP B F9 Fad P g tyramine 7 EF v §

& <

AT A ek R #z 7 pseudoephedrine HCI 2t phenylpropanolamine HCIl 2% &
%&%%*iﬁﬁm%#% i+ ¥ (FREF/LLEH(G.16)) -

2 A A ek BIRY ZYVOX BEF B 2 s Ak B wFF(AREF/ALT
5 (5.1.7))

LEp AR RS AR B TFF(AREF/LLEA(G.LE) -

A

Lﬁ

o b

P :rr;jlgs Ao g B ﬂl%ff\f]% s 2 ir%ég?;o,jsgﬁ linezolid iv % FF ¥ ac 3 4 Mo #E 5 B( 4o
FAERW) AA M BREE R AL GF R p MR FLSA AL FRL
FARMEFLE A R(GREFMALEAGL)) -
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% w4 fr/28 SIADH
e A L N g A 4ok g 4 Mh 4hoE o/ & SIADH G % fogp sk 0 @ 35
FoohpEs 2P R fee i RUAE FE(GREF/ALEA(51.10)

T
e

Foim F S

Bt 2 4 0 FFH (2 45 ZYVOX)E 7 % Rich wFR 0 T P HBS R LR (4
Bp)e 4/ ZYVOX inrm AR AP %2 vt 0 BB AR S W g £F
par o DR 2 BRI T IRE  RIRAE AT R A FRRALE FR) D TR
RATE EN O U E QmEAA A FEME DT G PEH 4 0 Bk ZYVOX & B L #
Hgmoce

AR AR - B AR
Aic e o mt g#FARTE AL (F
Bis- BRESA =B EFII - FF A
%3 (5.1.5))

BFLE R R 1S €4 o PR AR A
BGOSR FE) A D AR FH
PG T F (SR EFR

\4-\-:5&?’}'7

* 3

F AT g A ZYVOXT i § SRV HENE T A A FI(FRPFREFERT LT
% (6.3)) -

15. # #

s~ USPI 202111-1

RS R
Pfizer Pharmaceuticals LLC
KM. 1.9 Road 689, Vega Baja, Puerto Rico 00693

AR
Pfizer Manufacturing Deutschland GmbH
Betriebsstétte Freiburg, Mooswaldallee 1, D-79090, Freiburg, Germany

FR omm A EROLPF AP
Bk £ % b -8 100 542~ 43 1
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