XKigBEEI<EE
ZYVOX TABLETS 600MG

2 5 023181 5%

Q’EEE SEME 75 £

hRZ=HHA 2026-03-27

1SR ERE
BBV ERNZEEAE - ARFZYVOXRE REMAERRBENE - ZYVOXEBRRa R IR #H®
ag B e R R IRFE B AR 5 | BRI -

ZYVOXEE|EHiBiB28 RN L2 M BEMY - MARERHRANR K BPTLEA -

1

N
1.1

1.2

1.3

BYUBDREZE
ZYVOXEEE A Zlinezolid - linezolid@— &S A - BiRoxazolidinone B INEH -
LinezolidM{EE & %&(S)-N-[[3-[3-Fluoro-4-(4-morpholinyl)phenyl]-2-oxo-5-

oxazolidinyllmethyl]-acetamide -
LinezolidBEEE T RC1gHgFN3O4 - BRI FERE337.35 - E{EBEBIUWT ¢

O

O N N O
— \—K/ NT
F H
Z—fEZLinezolid 600 mg -

FEL A2

Corn starch, Microcrystalline cellulose, Hydroxypropyl cellulose, Purified water,
Sodium starch glycolate, Carnauba wax, Magnesium stearate, Opadry white YS-
1-18202-A - 600 ZE TR MEEF(Na ) B ER2NEZ(BIRMIWNEE FI95
0.1mkEq) -

il

ZYVOXEe B #t O A2 26002 5elinezolid + @ — IR ERRE
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1.4 ZEmINE
HeEXEE® - BEERZERE - —EHNBZR "ZYV" - 5—HEEBZR" 600" -

&t

R MRS ERECRAIAEA

Vancomycin#i 4 i Enterococcus faecium@#: - BIE R MAERIHEHI -

BRI - B Staphylococcus aureus(Emethicillin B R 2 A E methicillin B &4
MIEHK)EL Streptococcus pneumoniae(¥ipenicillin B B = 4RI EK)PRS[HE -

EHMRENEERERE  BERRRERSE - |HESFHEX - B Staphylococcus
aureus(¥fmethicillinB B2 4 M¥ methicillinE M ZEMBIEK) - Streptococcus pyogenessy,
Streptococcus agalactiaeFis|#E -

FEE MR BN Z BB IE RS - B Staphylococcus aureus(ERRIR #Emethicillin AR HRE
K3k Streptococcus pyogenesFis|E -

HERFR R - B Streptococcus pneumoniae(fERIR EpenicilinBRZ MHIEK) - B4
HEBEERMENEA - 3k Staphylococcus aureus(EBRI ¥ methicillin B RS2 HERIEK) PR S |EE -

R BR BBV IMEMEENTE N - #RFZYVOXKEMREZENN BN - ZYVOXET AR
ABENTAMWE BIENRREZHRREAESIEENRSR - SEIEE KRR A EER
% BREGREZFNEEBENELE HEUBER  AIOdREBEEMRTHREBRRZHERE
WAARREAE - AEALBEARERKEMERRIAE - BHEENIREEE R RAA R KM
- UAIRRBENEBREMERREFEEEZN(SHER/EEFIE(G.1)) -

AR HE
3.1 HZEHE

R—PIFIRAERARE - ZYVOXREINWEZEREIE -

%—  ZYVOXEYEI S B Fims

B e ME - EARCTIAE RAR
e
RERAT | RAREOE2E |
(HEEET15) HE)
EAERENEE | 10mg/kgBIOES | 600mgEHIRES
BRI =0 1 N 1014
SENE—%  S12E—R
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L& RRAIAD K -

8/NF—=R

5-11%% : 10mg/kg
ORR* - 81/ \—
R

=/ &E : 600mgH
R -
B12/h\K—=R

BEHEEDEN

J& 5l

Be PR BR Y B 36

VancomyciniiZt4 | 10mg/kg&E TS | 600mg#EiESIEr | 14228
Enterococcus 3% [ AR* M AR

faeciumi - €1 | g8/ \E— B12/)\B—=X
FEHZEEMENTRE

il

FEHMEENE | RKm56 : A : 400mgOAR |10E14
BB R 10mg/kgH R - 8 |* - 81/ —R

* R E ZRIREPRS| (2 EEREEQ)) -

"THAREERBIR  ASBEERBT AN RER(REFBI4B) LTS ERENE
RAELBRANBEREASEBNlinezolid BB REMEAWAUCHE - FIBLEHER
ROFBYATH 2 FEZ210mg/kg q12h - BREERABERERENITER - TIEELHAE10
mg/kg q8hEIEIE - FRBRIFTAE B A ERZIEZ 10 mg/kg q8hAET R (2 H EE)
HNEBEME(1) - BHREHTIESE—/5(6.4) -

P ORRES - STFRZYVOXSEE = O AR o) -

Emethicillin-resistant Staphylococcus aureus (MRSA) R~ AL A 5% A FE 52 FB
ZYVOX 600mg » §12/M\HF—RFLUAE -

EHREARGRSD - HREEER  SREEEFAERIAERBBATE28X - A%
RENRAE BRI AEMRBEERNEUNERERE MR ANBRKREFORE -

2R ABRBICEE LA ORE - TAFZRENE -
1% 5% WOE 51 B ZYVOX Ee B 2k O AR F50% H -

SRR LFEER - oJHEMMRE

4.2

B

Hlinezolidsl Em P EHM A DT BHEZHZYVOX -

B RS CEE I

P.3




Linezolid Aol AR IEfE AT EHIHI E M A EEEASIB 2 224 (M phenelzine -
isocarboxazid)=l EF BRI LRz B R BBMBAIREA -

5 ERNIEER
51 ERE/IEER
511 BB

#ZXlinezolidim ABAXEFRING(BFEENL - 53R - ZMIKED
MM BIH S - ERRAMS - 2FMAlinezolid® - REERVMR
SEEOHESFEAINEE - RSB REEBNEAZNRAEREEER
BIMUKRPEZEERNEAZRBA BB ZEM/NRED - #XRlinezolid
MR ARSEENZMIKETE - KHZER|inezolidAFEBBMEE - 28
BRNGINTE  AEEBNEAZNPIEZEERINEAZE - IGHE
ZEMBBIIH Z2ENE - AR CERARFHEINER S FERVIEMERR
AA - HRBEF RN FRNEARERENHA - BEREF LElinezolid
AE(ZREIER/FARKREB.3)) -

5.1.2 B Ee R RetkEs

ZYVOXaBEZHBABBREMEAR@ECRERRER  BEERARR AR
REZEEEAREREE28REBEAX - T/\&EFHE/ BBELRXNEERE -
BRERBEREE  GEWRERT - BOEIZYVOXDR28KEEZ K
A BERNDEMORS - %EF/\&%Eiaw,%‘ér%,JE%EE%“F*:%EI’J%E(

EMABRNZEMVERLIRE - MIRNNE  REBSXRE - |ROEMEL
BHBREE - BRBUBMER NG - REERZYVOXREA (23 H )
WEREMHRBIERBA - FARERZYVOXaEHRE - 19EERR T
ThEE - EERBNREMEEERL - ZYVOXBRATBEGH IR BER
:r¢ °

513 MBEHRIEREE

TﬁﬁﬁZYVOX&Hﬂg%*ﬁ*mJ SENEER (MEERMBREIWHIGEIE )
LEMBRNIISRERENBEREHRES - SFEFETHA -

BRIFERRIERES - BREffARRRAZSE LR MBS REESBNIE SR
Yyt (FENMS) }ifhﬂ’mﬁl%ﬂzrﬁk & lllinezolid RN EZIR FEBERE
fEAR - ARATIEYNHEA MERBRWNGEHE - = RNEEHE -
bupropion - buspirone - M & & 5-HT1 % 32 1€ W&l ( triptans ) #
opioids - Bl¥Emeperidine (ZRREER(7)FZEMEN N B4FHENT)) -

P.4




514

EREEERT  RAEMBERNHAIER S buspironefyim A o sEFE Zlinezolid

B2RE - IRFZISlinezolidiERZEY) - HERIlinezolidoJgE &=
AR IMBREFEREF N ENMS K ERNER - BIELENERMBERMANER - 1
1F linezolid - M ABESER2E ( lRAfluoxetinelmAESHE ) - HE
B FERE—ElinezolidB24/NERLE - IEBEERXE - MBREREN
#NMS RIBREAR - BIESE - BE - NEE - BEMLKH - Bk

B (BREDEERESREREEZEMEK) - EEIEANSELNFEEER

(ARFEEARNRM  BRETEYZHE) -

HEEEHBEZMARRERA (EEEREHUREE ) 2 EHRHERR
Fir HIRRIFE T R K E3R 2 (Mortality Imbalance)

—EHHMERNEERARRZEERANRARN YRR PHIT B
linezolid & & & 48 ¥1 7 ## = vancomycin/dicloacillin/oxacillinja EE B T
RELEWIRR([78/363 (21.5% ) ££58/363 (16.0% ) ; BE=1.426 - 95%15
FEE0.970 - 2.098] - AR REA I AREL - BREREIRZ TR NE
Zlinezolid’ AR Z W AEEZBABREREMRREIESEEKEE R
EHRRESANSHIRREE - BEEAREREGHERENE AP
REAZFILIE T REEIRS -

Linezolid i@ Rz A AEAR GEREEMEE MR KRN EERET UKL
BA

Linezolid#t R KM RIRE I HER RS - SCARERR S BEBREEE M
HRR - ARENRREFHERAEEREME - URREENEREERMT
HABEEIFEERR(SRBERIER))

Clostridioides difficilet8f8 2 i§ ;8

LFFTAMMER - B1EZYVOX - 9BWREZ5IEE Clostridioides difficiletd
BviERE (CDAD) @ HREREoHKEEEINMmNEES - FRANE
e N 2455 N IEE B mER Clostridioides difficilefVBEE R -

Clostridioides difficilePFf E+RFZRAFBEEACDAD - EEBEER
(hypertoxin)iy Clostridioides difficileE#A B8t SBURERRIE TR
ABLRECRERMMMEN RN aEB s BRETEBUIRFN - B
R EEE LIRS BrE A EE R EECDADR O BEH -

EREBERSBNCODADERRNEREEBEMES 7T RE - FAHFEEA
MEREZ N ER -

—B R EEZCDAD - IE# & B9y E B 5 JE &t Clostridioides
difficile - AITIEEREFLL - EEMALNFEE - BT EENRENERE
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5.1.6

5.1.7

5.1.8

5.1.9

5.1.10

5.1.11

BEE  EAE®ET - sH¥ Clostridioides difficilerd 11 B Bl 74 & F1 3 filg 9 5F
i -

OEEREEENMEBEA SR EFR

BRIFBESOST IR AR D BE IR MEA SRS - &Rllinezolid Aol AR &
BAREZETZSME - [Es8AAME - FIRIRSERRA - URENDEEERT
HIZMENRE A - B EEEEF R M A BB A F R A (U0
pseudoephedrine) + ME# B % (WMepinephrine * norepinephrine) ~ ZHE
MRz (Wdopamine ~ dobutamine) (2B EER(7)MEEEN H B
1) -

A PS

EARZYVOXEASIREA M SRS - FrIREBHNES  MABRESRE
DERE - B AREERMIBOEN - FEREBNMPSE - NERZYVOXH
BEKREREER - BziAESEENE -

i ek

ZHEBAERlinezolid)a BT R ELERHE - EHP—LEHERAIT - &w
ANBBERENEBEREERE 2B -

=AU A RRIE

wEBRERlinezolid ( B#ZYVOX ) EEMEAIARIE(ZBEITFR/A
RRME(8.3)) - IRBRBEANABENEICAER - WK - B
B RREBSERANEGEAEESS - BERZYVOXI R G EERNA
R

ELEmENEALRS SR LEEIRER AR MEZEY S RAIER
R ARERlinezolid (—f&oltt - AREZEMRIMAOHIHIE)SER 2L
TEAR M E MBS A ES - BLEMAOHHIEI 1 & FIEEES RS RO RME
MARZEY R RRVTE R R A SR EBMESH - #Xinezolid 2E MHE 2 ERY
EREE R EAREL - DRIRERKBERBA - EERlinezolid)a G ] SEZ 8
EEMERE - MRBEEBMBERE - DJEELARERS =50 O AR MEEE
MNEIE - s 2FAOREIEEEY) - BREZRSklinezolid -

R MG/ IR KR AEE 75 EIEEE (Syndrome of Inappropriate
Antidiuretic Hormone Secretion - SIADH)

EEH#EOERZRD - #XRlinezolid/aFENHE A S A 3 EE MNIEF /T
MR AR ABEE 7 WEIEEF(SIADH) AOR IR S - EBRBAHEBIF - EHZA
EARBERER - B - 288 BERERHPERIRRIBERST -
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6

EHERZEFEA - ERAMRKREREAREMERZYVOXEFA R MAERN/
S SIADHEBA Z B HRE - MR 1 IR S MR/ SIADHA IS AE
A - PLEZYVOX - WIREGEE R =M R -

5112 SIsnzEMAE

EREREENRIVRFNWARERK R ZAOR FREREMEERN - B
ZYVOX - iR AW E# m - WM E AR ER -

RIRGRIEEIR
6.1 &%
EiRiEE

ERZ2ELERlinezoidWERRNER IHERBAZRSER G - WAREEIFEZE R4
RERDERRE REIARZEREIREZER - THREFRBERESRERES
AH6.5FB(NER) ~ HER(KE)0.06(F (R ¥R EEZREENinezolid(IRIBEAUCET
8) WARZF/NE  KEBARTFELBE - 2 EHERARREEWN65ET - BE
ZRENEBEEMR-IRERIEY - FAREEREFABRIIRIBERE  EEIH

EAHERRBAUCGTEmNARREER  ERVEVNENGEEXZSREBEESHE

ICHEBEERDERBIRENS RARIDBARA - FIERZEFBLERE - REN
HthARERNWERER - B —MERFP - KR IRER M@E@Eﬁtﬂ%ﬁ?ﬁ’ééﬂ
REGEESREARDBIR2 - 4% 15 - 20% -

Y Em

NEERT  EETERNEESSRERE TR (LIREREIZFISEIZNNEBRE
D) TEERIEMB B TNSEE - EEPE6-16 K OAMREE T450mg/kg/dayfIE]
EMRBAUCGTE - HERAREEZEENG6.51) - FIBMEAREMRBNIET - HPEE
MBEEER - BEEERKAENNE ZHEMENEER - EHEHSER150
mg/kg/dayfs - TARERZREIRNBEESEY - AREEZRERE -

EAEEZRE6-17K ORRIBE157150 mg/kg/dayt B E(IRIEAUCEHE - RIS

BREEBN02ETAENARRER)E  BEIBESY - BEYEaEREaE
EHE - RENSHSLREL RS NMERENESR) - RERILERT - &
150 mg/kg/day BB - SIS NBE R WSS -

% FHPRE-20KORAS1S mo/ko/day WHB(REAUCE S - HERAREE

£/90.0618) - REEEESHBERAREE « BRERBNBRE /D REYERER D)
BERRE EJEJZEQEE% RNERF RIS -

P.7




6.2

6.3

6.4

SR EER2 LRI B (RZEFOXREIRIF20X) R inezolid 50 mg/kg/dayHl
SMRBAUCGTE - AHERARRRESE)T - £ER124X - TEDNENFEXRSE
B - EMENERAZEEBENTETRER - RIREERRURIEMNIES -

I %L

AREE

Linezolidg HIRERIA T - RBERRZEAXRBKESWIREN - BREUEFIFESH
S HlinezoldBHIEN RHEREZFSER=(E8/\FF10 mg/kg)H16%%9% - BRIEHE
linezolid# X IHERBZENFENEN ; AMERAKSEP - BaEMlinezolid
HNEREERENARREZEESMNEM(ZEEIER/FARKRE8.2) (2B KE
£) - FAERlinezolidE I W EENEN - BRRZSHESIA L EENREN
Mz -~ BiEYlinezolidMERIRFE K - DU Klinezolide B2 A S B Efm N O fE A IESH

EHERIOEAARBYE -

BEXREZS
EaRARUENERHBRNEBZEALRERNELIRS -

BEBRENNX RS

A%

Fit

RIBAEMIRAER - ZYVOXOUBEZERNSE MR AT EUNEBENEE(SRBRKRIIE
ZHEM(10.3)) -

INGE

WERPEHEREHRIMAGRGR  ZERANEFHEER - LRBEERER
ERAMMNERREMERRB BT SINER - E‘tLI“EHZYVOXﬁﬁEAEEEFA
AE NIRREAREZ 2 MNANE(SRERAE(2) - =M NB51E(1) LR ARHER
Bi(12)) :

o BRABKRAHR

o FERHME R B AT I8 AH ARk

o MEEGREMX(HBEAE12m ZEMAFMMMAIFHRIATSRRIZELINA

A=

==
o #vancomycinBZE M Enterococcus faeciumik

H5AM7mRERAMMNERBAECEIZYVOXARZERASE F IR RENL
EHMERE (SR KRGRER(12))
e HStaphylococcus aureus(fEFRIR ¥ methicillin B B2 4B EHK) B
Streptococcus pyrogeness | EERIFFH8 514 57 B AN 57 [ AH 48 Bk 2

HHEMEEEDAMSARERABTERNSREE ZLinezolidEZENBH HEE
Al - BRERERBSERPRESSEMAEERN - FRER MR Linezolid Z/a %

P.8




REZUR - B - RIS R ZEYERE DI AZER Linezolid R 1B AL %

EERT7THEEERAPElinezolidEYENBEFTEER - E—RBERT - LBEER
E#EMlinezolidERREE REMAFR LA MBHZE -

mim - wRE (2HR/NR348 ) ;iER/NRTXE - HlinezolidBlREREELLE R B
FRNWRTREER - Bt - BEER/VR7THEBUEFTES12/)\KI102%/2TNE
REEHX(SHERZERE (3.1) MEMEHBRMHE (1)) -

BRNERERBN  6BRIEFMEGHEERRMERZYVOX G & (&/NIHIRE
MICH4ug/mL)N R Em ABS5 A (83%) iR EERE - RMEAMAMRLE - RERA
linezolidEBERMEBREEAUCO)ER A E ZENEEILBA - HREERSENRE
AENZERA - HRIRBREMICHRAug/MLAVEA - FHERRAREREZEEEE R
EERE BRI MNRERENRAERSHESRENSNBRE)FAE
HE(3.1)) -

6.5 EEA
EE B REARSEBETB2046 B BAEZYVOXHEE - HP65mE I L&A
589A(29%) « 7558 A EEHB253A(12%) - ELEFER AR ELRFEALLRE -
ELZEMEBEYMEETTREE  HUMWERRPVEARAKRB O RBIREZF ANFEERE
AZBEREEREBEBEZE  BAREHRELEEERSNERMEZZEEFRA -

RXEER

7.1 ERE{CEEINHIE
Linezolid&m—ol3¥ 4 - FEEZFEMMNERECHEINHIR(ZBER(4.2) EY S Y
®(11)) -

72 B LERZRFEHMBEREEY
linezolid 3% AR = #& (adrenergic) MM B Z 8 (serotonergic) ZEZY) B E B R G 1FH
KT BEE (S B ERE/ A B EIE(5.1.3; 5.1.6) - M ENE4FHE(11)) -

BIfER/AR&IE

81 WBRAEZRIFHR/FRNIE

BRENIIBARBENARKREZGRB  A2RMEEMES -
o BSHRAIGI(SREE/EESEIE(G.1.1))
s FEMEKFEMLRE(SHERD/EESEIE(G.1.2)
o MAEREEIHSHER/EEFIE(.1.3))
e (Clostridioides difficilet8f8 2 g5 (SR EE /AR SIE(5.1.5))

P.9




8.2

o M PS(SBHEBERE/ERFIR(G1.7))

s EE(ZREE/ERFIE(5.1.9))

o EANARIE(SRBEEEFIE(.1.9)

o EMESHEZ/EEFIE(5.1.10))

o EMINER/HARRARAEE 2 WIERE(SIADH) (SRIEE/ERER
(5.1.11))

ERSEERAREDRIUFEEERA - At —2YNEAREBRARRBREAERES
—EZYNERARG R AR RERIER - RUBENRRERREFERIER -

B ATRA
ZYVOXHEINZ 2 M S 2046 B EZZYVOX A BRI E28 KAV 718 55 — HA %1 B2 B Rl
feh R -

FEIFREREM R B 57 B AR A RS~ (uSSSIs ) JaERIBA S - 25.4%F X ZYVOXEER
RAE19.6 % HRABAZVEE—REYHBARKE - EEMBRESH -
204% ERZYVOXaBERm A B 143%MWHRBERAZ VEE—REYHEEARR

= TFIRABLERARD  RAAREREDOARI% - FIARREGY AmEED
BT ERER AR -

xR HRERARD - BERZYVOXEERMABA R - HBERKRT1%Z/AEE
HIRAA R E

JRE R M R B A K7 B AR AR RO R Hth 38 FEE
ZYVOX Clarithromyci ZYVOX Hth #1838
X E 5 E 400mg Z12/)\ n 600mg &12/1r (n=1464)
RF—xR - OK 250mg 12/ R —2
(n—548) F—x -~ OR (n=1498)
(n—537)
FIEbES 8.8 8.4 5.7 4.4
g 8.2 6.1 8.3 6.4
IET 5.1 45 6.6 4.6
& it 2.0 1.5 43 2.3
=14 2.6 3.0 1.8 1.5
2 1.1 1.1 2.3 2.6
=yl 04 0 2.1 14

P.10




bR o 2 1.8 2.0 1.0 0.3
f2E TR 1.8 1.3 1.1 0.5
O =IKE R 0.5 0 1.7 1.0
R Theete Rl £ 04 0.2 1.6 0.8
”

BE R 1.5 0.2 0.3 0.2
TEEE 13 0 0.3 0
BERE R 1.3 0.6 1.2 0.8
7SR 0.9 0.4 1.2 1.0
(Generalized

abdominal

pain)

*#J8R 4 E1#E cefpodoxime proxetil 200mg& 12/ —K ~ OBR ; ceftriaxone 1g
12/0\FF—R ~ 8lEST ; dicloxacillin 500mg&6/MNE—=XR - OfR ; oxacillin 2g &6
INRF—R ~ BFAOEST ; vancomycin 198 12/NR—R ~ EFlOEST -

AUSSSISBIEA S - #ERZYVOXa B m A BB IRAR AP0 51753.5%M2.4%H
REMHEBEARKREMELIDEE - £EMERESE - ERZYVOXaERE A LR
HBAFDRIBE2.1%M1.7%HREMHBEARREME LR - EFILAENR
EREYVMHBAARRERED - 885% - R - 't -

RERA

PEAISBELREETNTRNRERA - DUIN248BSHE1THNRERA(E248 A
5 ET1R146A - 12 E175102 N) P REMZYVOXEEIMZ 2 W - FLERAR
BATES=HHRBIRKSRD BERZYVOXEEE2LRX - T ESEBHEKEGUHRERE
MERZERAEERNIE)ARP - mALL L —IEEBIFE#% 3# Z linezolid 5%
vancomycinya & - SET-E A linezolid’a & #06.0%(13/215) - vancomycin;&a&E#H3.0%
(3/101) - 22 - ARERBWABBEBRENRBER - PTMURARIIN T A RBEAZEY)E
B KRG -

BEUSSSISHRZERASD - HERZYVOXaEMNm A AHBAR AP D RIE19.2%M
141% 2DV EE—REYHEARRE - EEMBRESE - EXZYVOXEERBA
B RARAPDRIE18.8%M34.3% E2 MEE—REYHEEARRIE -

R=FIMAB=MHRERHNED  ERRETAFENEERA - HRERART1%
(HBB—2mA) - MERERAGRZAERLEBENARRE -

= HREAGRD  ERRE0FENZERA  HBEERARI%ZaFEELIR
MARKIE
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185 M K7 B N K7 8 AH A RO R SR Hith B FEAE"

ARRIE ZYVOX Cefadroxil ZYVOX Vancomycin
(n=248) (n=251) (n=215) (n=101)

i=p] 7.8 8.0 10.8 12.1
& it 2.9 6.4 9.4 9.1
FEbE] 6.5 4.0 0.9 0
=il 0 0 5.6 7.1
[0/ Ve /D i 0 0 4.7 2.0
E 3.7 3.2 1.9 0
7B PE TR 2.4 2.8 0.9 2.0
[ ERHE 8 2.4 2.8 0.5 1.0
e 1.6 0.8 2.3 3.0
Hﬁjﬁi%lﬂ]lﬂ%i% 0.4 0.8 1.9 1.0
IR EEEMUIR 0.8 0.4 14 2.0
&
PA==] 1.2 0.4 0 0

*5-11dm A ZYVOX 10mg/kgB 12/ —R ~ OAR - Shcefadroxil 15mg/kgs
12—~ O ; 12 EmAERZYVOX 600mgE12/MRF—R ~ OfR - 3¢
cefadroxil 500mg&12/\iF—x ~ AR -

" F LU HER 1 RAR AEZZYVOX 10mg/kgE8/\E—2 - BITS - SiRIEE
e & B i Bp s ZE =2 vancomycin 10-15mg/kgE6-24/\ i —R ~ BIEST -

AEUSSSISREERA D - BRZYVOXBERHBALL RARBAF D RIE1.6%M
2A%EVEB—REYHEARKRE - EEMMERESHE - #RZYVOXAENRA L
HRARAPDRIB0.9%H6.1%HRZEY R AR EME LA -

EREWANERS

EFEAEERES12/)\F—R600E%: - AEIARE28ARE - ZYVOXE iS5 M/ xR
MIE - EE - RERERT - ZYVOXAREEZ M/ IR BRIV (EERLEEET
PREM/ER Z75%EEE)NBABDEER24% (BB RERER : 0.3%2
10.0%) - MEBABISB(BRBIWBEXRHE : 04%27.0%) - E—EAMTEEE
MENERRERABHEROMAD - ZYVOXABREBRZE M/ NREE R D (EEHBLE
ERFREM/HERZTSHEBREZ)NEABDLETER12.9% - Mvancomycin#l %4
13.4% - T—ES-17HFIZRERA BB RWARS - ZYVOXA B EBE M/ R
ERDHEABDLEES0% - McefadroxilB50.4% - ZYVOXFR IS A% M /)i D E

P.12




HREHENRERR(—RE

RR2BREE) - EIF

aEE - KEMIE AR/ MR

HESHEEHRPBLER I EESBEN/NER - AR =MEREARGERSD - BEM/)\ R

WD ERIE AL R EEEMARFNARRE - £—ZYVOXRIAEBEEAF S
IR D AE RO A B 32 AE L IMAYSS 44

RIERE/ERFIEG.1.1)) -

FEe

IO I AR

ZE)ZE%DEEEF/\E LG

=M . EZYVOXHER

ABRLE

ERRRLER S - 2D HIR—REAE

= Z6%
TR

—R??E%Eﬁﬂ’]ﬂﬂiﬁﬁq-iﬁﬂﬂﬁ EibiaiRE

g4

linezolidfE LE S A Frin B A & s R WL (2

BEPER - HithE %ﬁ%&ﬂ%MEEAZ”EZYVOXZH%D% RAZ B HEE
REE - i‘é%% EMABENEALEGRREE]  ASENFE
C MREFIBEDLIR—

mEZd&

BRMIRBIBEREZ ARG

.
=3
E B =

Al

FEAEREVE S B 52 B 4E AR RS

=8 bl tnd

ZYVOX
400mg

B12/0\E—

Clarithromyci
n
250mg

12\ —3

ZYVOX
600mg

B12/M\K—

Hih# iR mt

MATER
Hemoglobin
(9/dL)

0.9

0.0

7.1

6.6

m/\ iR E
Platelet
count(x

103/mm3)

0.7

0.8

3.0

1.8

HIMEkEB
WBC(x 103/

mm3)

0.2

0.6

2.2

1.3

[Ech B Mk
#H
Neutrophils(x

103/mm3)

0.0

0.2

1.1

1.2

*ERHELEER  EEEETREZ7S%ERSZ(CEREPMBMIKEER - AIELE

S50%EEE) ; EREEAERR - LEIEE FIREMEFEEZ75%EEE(ELRIEF
MEMKEER - AIEEE50%EEE) -
t #0828 B3F cefpodoxime proxetil 200mg&E12/NRE—=R ~ OAR ; ceftriaxone 1g

12/0\R—

INRF—R

P.13

R~ FOLE -

R~ #iOEST ; dicloxacillin 500mg&6/\is—R ~ 0K ; oxacillin 2g 86
* BT ST ; vancomycin 1g8 12/l —




#hO  EZYVOXHRBE RS - 2OHB—REZEEEW MBEEMBEZRA
WmABDLE

JRAE R M K7 B A K7 B 4R A RO Rk H fth 8 FEE
E R = ZYVOX | Clarithromyci | ZYVOX HA R
A 400mg n 250mg 600mg
B12/MNF—=R | B120ME—R | 812/ \F—
AST(U/L) 1.7 1.3 5.0 6.8
ALT(U/L) 1.7 1.7 9.6 9.3
LR IR S B 0.2 0.2 1.8 1.5
(LDH)(U/L)
it Tk A S 0.2 0.2 3.5 3.1
(Alkaline
phosphatase)
(U/b
BEBE (Lipase) 2.8 2.6 4.3 4.2
(U/b
KD B 0.2 0.2 24 2.0
(Amylase)
(U/L)
MRIEAIER 0.2 0.0 0.9 1.1
(Total
bilirubin)
(mg/dL)
FRE=Z (BUN) 0.2 0.0 2.1 1.5
(mg/dL)
AN BE BT 0.2 0.0 0.2 0.6
(Creatinine)
(mg/dL)

*ERHEERR - LIER EREZ2EESE | EREEAERR  (LEE FREZ
2EMERAEZ2EESE -

t #9828 B4E cefpodoxime proxetil 200mg&E12/NRE—R ~ OAR ; ceftriaxone 1g
12/\FF— ~ 8lKEST ; dicloxacillin 500mg&6/MNE—=X - O/R ; oxacillin 2g &6
INFF—R - BBAKOEST ; vancomycin 19812/ —R ~ EFAOEST

TN L EZYVOXH BER AT - 2OHIR—RBEEEW MRERBET RER
ABDLE

P.14




== ZN =
E B =

Al

FEAE T K7 B 57 [ AH A Rk et

Lt 78 FEE

ZYVOX

Cefadroxil

ZYVOX

Vancomycin

MATE
(Hemoglobin)
(g/dL)

0.0

0.0

15.7

12.4

m/\ & H
(Platelet
count)(x

103/mm3)

0.0

0.4

12.9

134

HIMEkEB
(WBC)(x 103/

mm3)

0.8

0.8

12.4

10.3

[E o4 5 M3k
2B
(Neutrophils)

(x 103/mm3)

1.2

0.8

5.9

4.3

*EBYEERRE  LLERMREZ7SHEBEE(CREPRMELMIKEE R - RIEEE
50%028%E) ; ERBEALERR - LEIEBFREZ75% CERIEFMHEMKABR -
RIEEES0%EBEE) MERBE 2 75%ERE MRERBEERRERS TIRE - LERIE
hERMKXHER - AIEEE50%&E 8% ; (ERMA R - RIEEE90%EEE) -
ORR - 3 cefadroxil 15mg/kgs
12— OR - 12U EmAERZYVOX 600mgE12/ME—R ~ OBR » 5
cefadroxil 500mg&12/\iF—=X ~ AR -
FELREERTRNBAEZZYVOX 10mg/kgE8/\E—=R - BT - SARBE
e 5 B e B8 B ZE B2 vancomycin 10-15mg/kg&E6-24/N—R ~ BAEST -

" 5115 % A ESZZYVOX 10mg/kgE 12/ S — 2R

WABDLE

xRt EZYVOXHRERGERS  EVER-—REZEBNMBEELRBREZRE

AN
E B =

Al

FRAEREME 57 B A 57 /8 #H ARV /RR S

+

HLfith 38 FE e

ZYVOX

Cefadroxil

ZYVOX

Vancomycin

ALT(U/L)

0.0

0.0

10.1

12.5

fEdELipase
(U/L)

0.4

1.2

B B
Amylase(U/L)

0.6

1.3

P.15




8.3

il

smhEsI =Total | — — 6.3 5.2
bilirubin
(mg/dL)

IV BE Bt 0.4 0.0 24 1.0
Creatinine(mg
/dL)

*ERBELRR  ERLREZ2EESE | ERHEALER - CEBRLREZ
2EMERHEZ2EESE (CBAEARR - AIRE1.5EESHE) -

" 5 11BR AESZYVOX 10mg/kgE12/NE—2R ~ OAR - Sicefadroxil 15mg/kgs

120K —x -~ O8R - 12ﬁLXiF/\&,—vZZYVOX600mgl12/J\Hj—' OB - =X
cefadroxil 500mg&12/NF—X ~ O -
*E%ﬁéﬁiéﬂﬂﬁﬁ’]ﬁ)\}%}iﬂvox1Omg/kgt8/J\ET— \%HFREET/DEE AR
BE RBEREEEESvancomycin 10-15mg/kg&E6-24/\F—R - BIES -
s

PUNRZYVOX#ZE LHEEIENARKRE - BT HBEIRENEEEA/NAR - FRLIE
FIERMEEENRENEEBERFBEECMHEEYREBNRERRA G

o ZEMIBHINE  MEMKE - KEMEEEEE2ERSIENBRENERHN
[&(severe cutaneous adverse reactions - SCAR) « Bl E 43R A RRRE K
Steven-JohnsonfEIEAF - FABAGMHMESL -

o BRNIGI(EEEREND - BMIKED - 2EMIRD - RIM/NMRED) - IEERE
EBINEAZHNHBAURTEEZEEFINEAZHREAE B EEM/NHRRD -
(SHERE/EEEIE(5.1.1)) ; 2EMEKSF AP E M(sideroblastic anemia) °

s BAEMKRENGBLARE  AREERHRERN SRER/EESIE
(5.1.2)) -

s MAFRAMBRERE - cFENEEN (WEEMMBREBIWHISEIE ) A
opioids - MKRZYVOXEBHENMBERERNHR S (SEEE/ETREIE
(5.1.3)) -

o IMMKIE (SHERE }I%‘$IE(5.1.7)) - BB EH T E R TEAELE
RANEFABER2B8REANEA - AEHRENBEATBAREBEEH 2]

. F """"" (SRBEE/EEEIE(5.1.8) -

o BANARESCHER/EESFIEG1.9) -

o EMiE - SFERMEEMESRHER/EESIAG.1.10))

o ERMENFER/HIRFIRBEARBEE D WVEIEEL(SIADH) (2B EE/EEEIE
(5 1.11)) -

o BELEFERAlinezolidFEETERELEEAITHEEECHNRST - TEANLIREER
ZHREADT  KEFENFRBRANILEF) 2% R Tagemiis -

P.16




BEE  BERIRETSEEE - TESE/REBEINEE - MEH I LUR Blinezolid ks
o E—HRRERDT - B8linezolid =/ EBIRET BB /\SBE - K5E30%80H
SEWHL - MRAEREREREN MR ETBRinezolidiEH - BMHBD - ARE
3000mg/kg/dayti B R - LIRS DBENERERBEBSENEN LN ; NES
2000mg/kg/day BB R - IR A0 B 5 1B I AR EE -

10

Eg ik
101 {EFAH&E=
Linezolid2— M4 = -

MENR
TEF

Linezolid2— A LEMHIMEE - Bitoxazolidinonefs - EMNBRKAERTEZRAE
EEMEEEKEMEERNEE - BN BRITERlinezolidf — L E R HEA
RE=EAER - LinezolidE B AE S0SZ /) \B8 (subunit) ERI23SEZIERNAL S -+ I
PHIEINBEMRI70SIEIAE S ReE AL - WESREAEZABREFILENYE - KER
FE(time-kil) B4 REER - ¥II5ERE B (enterococci) BB Bk E & (staphylococci)

ME - linezolid 2 #N&EHl(bacteriostatic) - ¥J##IKE & (streptococci) K Z Ef 73 B &
RIS - linezolid @ E &l (bactericidal) -

L
FEINER BB AR R - 23S rRNARYEERAZR & (point mutation)Eilinezolid W4 HRE - B

HEEL - EERARFERlinezolidHAfE - vancomyciniiZE 4 Enterococcus faecium#s
linezolidE& T ZMH - AliEEY - EEKERlinezolid#iE - methicillinfiZ M4 &
=HBEEIKE(Staphylococcus aureus)#ilinezolid E4E 7T - BLAEY
linezolid Wi 22 14 &BEA AR 23S rRNAREE REZRE (TE2576 A1 & £ LIINARIENE [thymine]
B BIRIR[guanine]) Bk - FAR4wA523S rRNAS ZiERE R (L3FIL4) R B ER
IR ZRE M ¥ oxazolidinone BZE M BB MEMRMEY) - BE HlinezolidBEBER XM
&t o ISy PRERBTEENBHKENinezolidiZE - MR AINERS
A cfr (chloramphenicol-florfenico ) EREE Y - BifptE R B KE 2 BEE -

B H I M ZEYR 5

A2 b et BR £ i 3T 3 3R linezolid Bvancomycin, gentamicin, rifampin, imipenem-
cilastatin, aztreonam, ampicillingistreptomycin Z BB EFA (additivity)sk &
4 (indifference) -

RSN BRI R R _ERYRLZR - linezolidBEBA BV E I NI E R 2 B E 4K (isolates)
(ZRBRIE(2)) -

P.17




10.2

10.3

EHKEHE

Enterococcus faecium (&R ¥vancomycin B Z M0 2 BEEIAX)
Staphylococcus aureus (El5E¥imethicillin B Z M a9 72 B E 1K)
Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes

MoFrit AR RN E R O2%E  BHEENEREZM 5 A5 - 8i1B90%H
SRR/ NIEREMIO BRI EREMUBMENinezolid B 4 HE 57
2h(linezolid-susceptible breakpoint) - Linezolid B A R = L AR s Y 2 B AR EX
FHLZEHMNAUMY  HREHBENRERFHRANERRIRBEE -

EHEKEMYE

Enterococcus faecalis (B1¥& ¥tvancomycin B Z2 0 2 BEE 1K)
Enterococcus faecium (¥fvancomycinB B 2 2 BEEIAK)
Staphylococcus epidermidis(8%& ¥ methicillin B ZE MR 2 BEEIAK)
Staphylococcus haemolyticus

Viridans group streptococci

ERERRYE

Pasteurella multocida

BYRK M (Susceptibility) 7 5
BRAEMKEBRmEYNERR/RT 2 EYBURK MR RS - DURHERAE AR
mBEHIRE - FZ2Ehttps://www.fda.gov/STIC -

B EIRAS

FE—IEEH S A - DIGMEREY RLREIETEHR - URRXXRETHEEQTHZRE
b WA ES B’ TERBIZYVOX 600 7=(1/)NFIVEE ) ~ EEIZYVOX 12002
7 (1/] \H—;IVEEJE) ;tFT”“‘l IR O BREEIRG 4 ¥ iR 224 - 60027 & 12002 7=/
ZYVOXHEET - EREMNTEERNIETOEHTHBERT - EREIRETMIIBENQTC
BEA(QTc interva )%2 .

AR L E B

10.3.1 BEH - MREMREEBINENEE
E’ngﬁ'ﬁ§ELﬁ§B%”‘%E’JEﬁ%L‘lEWEIinezolidE’JESZE‘*?‘J BERBE—&S
AREENREUIITEAmesIERREBERCHOMMIEEE) - F25h
unscheduled DNA synthesis(UDS) 2 #% ~ ARRMEIKNEBINREREER

(chromosome aberration) 3 4 A M EE A/ EE/)ViZ(micronucleus) Al
linezolidil A BB RE 5 fE R & A2 3 (clastogenic) -

P.18



11

10.3.2

WRECAI 14K R O R4 Elinezolid&=3E100 mg/kg/dayl B E - BEIR
ZETRRIE - Linezolid AN EFERFIEM KRB EBANEBINEE - 24
#linezolid W EIE>50mg/kg/dayF(REEARNERIAARAREESE - It
THRIBAUCIKRIELER) - MFEMRB G P H MR EEB NS ES IR - &
BIERESABNEBTFERERN - #FENBEARSBERER KNGO
(orientation) EERIKIARES - FBEFE - FHENREOEEREE AR
AEK (epithelial cell hypertrophy) &I&4 - fFE5 LR REIFELIEIZ X

5 -

MEEHREBTUHREIRREBEAHlinezolid(FE7E36 R K4 Hlinezolid
50mg/kg/day ; E37E55K K54 Elinezolid 100mg/kg/day ; IERES
LtE3EAETTRREERANTFIHAUCK.7ME) - AR EE DS EMAIRE
B - BlRENEFEANEINERARFHNREBEWERSFRAERIERSK)
MERRB(ERSE2IR)ANEFRRE(ER22E3SK)SRPAFEIAREE
FFENRENIRS - EEEB22EISKESABENAES FEH R0 F MR
BFRBNEE - BFOEERTENE -

Bh) IR /o) IR

HEERRRENAERS - linezolid B A ZIEREEN - BYHBDEE
5 g B RN A RARRI RO B BE I EIfE R - U AR R A B B AL B At 1 R )
(hypocellularity) - ¥ MINAEREE - REREENT HiAO B BESNE MINAEIEIE - 1R
BRADAME - BME - MEBEROWESEE - MR - HELE - 2
MR ERDARGRS  SEESBESLBRE  BEHE - SR
B TELEET R FERTNES Y AENERE -

#3520 RlinezolidiE6/EEMIAED - 180 mg/kg/daykomE & T E23)
BROASHEMERE LB NEHEELYES £ AR R RERRE
RS T| — & S I B B A 1 A B B A BRI B YIRS - T
BEERE R Y A ST ARSI  HERER RS - REAESY
% CERARBABEMEDERSQEL  EEZERESUOTESD
RSSO BB BRI AR - BB R B
B (L AE A E B B AIRAERI—B  MATAES— RS2~
s .

ELFHAZEHERE A NEREERRMENREERNHRIN - #R—L
At AERERE - WWERNEIELATE - BEEXR EIEMAHRE
REMPTBRENFEZ PR -

BB

P.19



A BRMNZROMRKFIES linezolid BRI EB 2L EMENF/\ - 812/)\iFHAR600
ERHSREBTMRER - linezolidWIMERENE—Fi7~ -

FJ\ . ARILinezolid FI9(1R %) EEF B L E

Linezolid Cmax Cmin Tmax AUC* t1,2 CL
T8
pg/mL pMg/mL Hrs pg-h/mL hrs mL/min
600mg#E
Eil 12.70 --- 1.28 91.40 4.26 127
B—HS (3.96) (0.66) (39.30) (1.65) (48)
21.20 6.15 1.03 138.00 5.40 80
12/ (5.78) (2.94) (0.62) (42.10) (2.06) (29)
600mg
RIS
85— 12.90 --- 0.50 80.20 4.40 138
(1.60) (0.10) (33.30) (2.40) (39)
B12/M\F5 15.10 3.68 0.51 89.70 4.80 123
(2.52) (2.36) (0.03) (31.00) (1.70) (40)
600mg
[ A 28
B—HS 11.00 --- 0.97 80.80 4.60 141
(2.76) (0.88) (35.10) (1.71) (45)

* B—HEMAUC=AUC) . o ; ZEIEAUC=AUCy.T -

* ER625mg Bl B AR (L TISAOBIE ; BEIRESTROEIE 2110.5/ B -
Coray =P REREE ; C = MPREREE ; T, E5 DR R S B
AUC= Mo iR i T ; t = PRE SN ; CL=2 SEEE -

P.20



24 —a— G600 mg oral every 12 h

LINEZOLID PLASMA CONC, pg/mL

o 2z & & 8 10 i
TIME AFTER DOQOSE, hours

B— : RAB12/)\BFORCZEZMNEIEE - EIZEAEER - linezolidWWMERRE (FIHE+1Z
#E - n=16)

% UX: LinezolidORRERU TR - RERAKN—2 /N\FOUZEIESMTRE - HEHER
OJHEAX100% - EitlinezolidJ IO R AR - HARELHE -

Linezolid A AN ERBRERKENTE - Elinezold ASEMEMHBR - EEESMER
ENBESERISNBE22)\E  MELTRESRSESREEL17% - RinE_EHERNER
BHEZEHEMAZHA MREABERAUC) - o)LL -

7 B RANENESEMEE RinezolidES DM ES MREHAAMS - LinezolidiE
HEEGRANR31%  WASXRAEGHNRESHEER EREIONABBRREE
linezolidERREM B R 2 AR 19 R40E50 7t -

RHEBIR - 2R2F-—HEARABNZHEEZRIKElinezolid% - AlElinezolidE AR
PRYRE ° LinezolidEEREAMBPRURELERD1.2E01 - HTREMBPRIRELEXRR0.55
61 -

£ # : LinezolidEZERBEL HmorpholinelBME(E - EEEMEIEEY - BRELEE

A B9 #8 B8 (carboxylic acid) £ # %) : aminoethoxyacetic acid 1 # #) (A) 1 hydroxyethyl

glycine N4 (B) - BRI - KB YANTE R SLHEBRELTERN - MTHYBHNERERZ

AERIN—EALARTERELCHWCESCHES - 2250 LR Blinezolid RV AH - TIREZ K
RS ARAR B RPASOHHEILRY - 22T - linezolid MBI IS M RS R ARRE -

BE Ot FEBRES R AL AlinezolidE B EIERR65% - EREMER - KKB30%NEIE
Mlinezolid 2R HIRERR P - T BA0%MEIELUUHYIB KR 10%MEI S LU H YA A& HIRTE
FRBRP - BRI FHEEERRBIOET/DE  BrRAB/NEBRUNIRER - BERLET KRB
linezolid HIRAEFEF - RMAB6% 3% E D RIUNEHMBRAHMALIREZE S -
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1EMNlinezolidWEI £ - BIRIBBXRE/NBERNIFEMIESR  EUASHRERSRER -
SHEARBE - RMEBEEBERNEER/ -

linezolid&

e 37
EERA :

BERA :

ARAEFICEIHE—HER -

RERMAAEFLHMD
linezolid Ay M %2 &8
BN —BCUVR1TBE115R) EERIEERE
& FREAEE®RE -

®. 25

eSS

BHHER

EERAGSFHLL )RS

17TEHNRERA(BEREENERE

linezolid Y [ F & & &
BEREMEEFERIE MmN E

BRER -

ERERABRE ZFHRIEME -
EFH - FHEEERNEEMFONALR - Z/N\EREER

SRESAUORIERIZZEEBLEA AKX -

ERDEZTIHENEZERATD - 88/\FHRE—

b B12N\FRE—
RRAVFLEANEZERA -

10mg/kg ;
(3.1) -

=N REERAFIES E—EE10mg/kgsi600mg linezolid 2% -

.......

REBERNE

linezolidZ#E) 22 E SR ER -

S 1B (Cman M2 MBS TE (Vo) &AL ;
cBRTYFLRR—BHEERER 2
FIlE—HE28582E=AUQLERA
linezolid 1R 1% 5% & 1Y B85 == (E FE 2 f&
2#MlinezolidEEE XM £

=525%)

WAFEEHRF R -

B EFRAATERAELE -

REETTHENRESDE -
URTBEN 2B RER AP iRHElinezolidF VI E—HERNESH D - TEHRE KRFEMN

/I\\ Wﬁ
F4C

RIBEWFHEHAUCE - BESDPFERMAA
RISEIRAUCEMEEL - A1 U N RERANE ERZEE8/\KIRA
FERZEE12/)\KKRMA600 mg (ZRAZRE

linezolidAVZEEN EE £

(P19 (%CV) ; [B/ME - &AE])

FHE Crnax Ve AUC* tq/ cL

ug/mL L/kg mg-h/mL hrs mL/min/kg

MEREA

BE* 12.7 (30%) 0.81 (24%) 108 (47%) 5.6 (46%) 2.0 (52%)
<B(N=g)  [96,222] 043,105  [41,191] [2.4,9.8] 0.9, 4.0]
B HE™ 11.5 (24%) 0.78 (20%) 55 (47%) 3.0 (55%) 3.8 (55%)
<'|?E(|\|:'|(_))T [8.0, 18.3] [0.45, 0.96] [19,103] [1.3,6.1] [1.5, 8.8]
RAE

21228k 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]
B5mA
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>28KRE3ME  11.0(27%)  0.79 (26%) 33 (26%) 1.8 (28%) 5.4 (32%)
B

(N=12)" [7.2,18.0] [0.42, 1.08] [17,48] [1.2,2.8] [3.5,9.9]

HRERA
3EHZEq1m%"  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]

BVEXREE

PPN
DEE7E 167 (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]

AR ES 125(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=E—HEAUC) . o °

o BB "TRE, BHERARER<BVBCER  RAE-BABNRERERNRIBE
28K ) -

oo EEMRBET - TERE. WEERZEE348 -

" 10mg/kgZEIE -

* 600mgeL10mg/kgEEIRSEE600mg

S HESEEEZE600mg -

Crax=ITRERSE ; Vo= 10825 ; AUC=MTREHEHE 7R NOEE ; t ,=HR¥
= CL=DIEEEE (25X -

Al ZtlinezolidB D MESTELEBMHIE - MIWREXMIEBEUE - B RETEE2HNEE
BHEE - REG0ZRMEIER - LMV TIGOMRESRLSE M KAIE38% ; AR BN FEkR
RRBHNFRE - WEBEOMAESR - It - REXUERAERREZYAER - W ATEH
MFRESARERNEBIMRHRE - ALl - ARMREZELAFTEZREEE -

BIEARZ  HRARABREBINEAZHHEA - linezolid R MM EE BN LB RE ; 24
m - EBNEAZRBA - Z_EEENlinezolid UM BEENIRS - ERNERBINEAE
MEEEEMMEMESEERT) BRPBRILERMRETAEBA - #iTlinezolidAH
MIEREINEY e N EHER - RPABREASRD - 1428 AEZE12/)\Klinezolid 600
mg - H£145KEE(SHEET—) - BRAEBINEENM - HolERMEAMlinezolid M=
E - FHUERBINEAZHBAAZEZZARELE - R - AARZEREEEZNHNER
IR ARSERNERM - BINEAZHBAEAlinezolidl; - BEEELERBYEBREN
RBTEBIRY - LinezolidF _ECH Y DI FER MRS AR - BARBBRERSETH
linezolidZ# &) 22 7 L ERIE R - #2Hlinezolid=/NFERBET A/ =/ NEHNILRENE - &
B30%MNEISEWHL - Eitlinezolid BE MR BT E A IR -
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KT EEERERENEBENEAZRADR - ORKEE—KE600mg linezolid# -
Linezolid M CE ¥ ATBHY F 19 (IR Z)AUCHI BEBR + R 87

BESHE DEBINEAE | EEBIEASE
2 ¥ CLCR > 80 30<CLCR <80 10<CLCR <30
mL/min mL/min mL/min
Linezolid
AUC).o0
0-e0, M9 110(22) 128(53) 127(66)
h/mL
ty /2, /)\BS 6.4(2.2) 6.1(1.7) 71(3.7)
E YA
AUC,.
0-48, M9 7.6(1.9) 11.7(4.3) 56.5(30.6)
h/mL
ty o, /N 6.3(2.1) 6.6(2.3) 9.0(4.6)
K R1
AUC,.
0-48 K9 30.5(6.2) 51.1(38.5) 203(92)
h/mL
ty 2 /N 6.6(2.7) 9.9(7.4) 11.0(3.9)

1R EBELinezolid 9 F ZHY) -

RT— EREBROZHED - #2812/)\Elinezolid 600 mg - H£14.5KHA%EE -
Linezolid M CE# AT BRI 19 (1R £ Z)AUCHI BEBR + R HA

SH RBESHE1
LINEZOLID

AUCq.12, ug h/mL (B &—H 181 (52.3)

EH)15)

ty . NS (B —H BN 1K) 8.3 (2.4)
A

AUCg_12 ug h/mL (8% —F 153 (40.6)

EH)15)

ty . /NS (RS —BIZE) 159 (8.5)
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g 2

AUCq.15, g h/mL (B&—H| 356 (99.7)
ZIN1E)
ty . NS (B —HEEN1E) 34.8 (23.1)

1 MRETZE -
2 NEYBAlinezolid W EENH) -

HINEEARZE : BEZ P EMINEEAZ(Child-Pugh class A 5B)E A (n=7)Mlinezolid &) 211
AEUE - RBIEANER  SREEZEDPERINEAZHA - TAEZZRELE - BREN
NEEAZ WA linezolidZEEh & i R4 EF 1 -

EYM X EER

FERAMMEREPAS0MNHAIZEY

ERE - linezolid A2 E ZEP450 (CYP450)RIFEERE - 54N - linezolid A EHIHI B iR IRE
ZHHIAFECYP isoforms (#1A2, 2C9, 2C19, 2D6, 2E1, 3A4EIEM - (S)-warfarinEE2
CYP2COf# - linezolidEa(S)-warfarinfff BBl - M A= AR RE % (S)-warfarin RV 22 &) BB 4514 -
FEARCYP2CO M EEY) Wwarfarin Fphenytoin - Elinezolidft BRI AR EZHEHE -
BuE

Aztreonam : Eaztreonam£linezolidfff A - linezolidskaztreonampYZ2E1 B9 A B E -
Gentamicin : & gentamicin #linezolidfff I - linezolidZ{gentamicin AU 2 ) 219 A & X
nEEE

HEFENWBRSHEE - EfTlinezolidBEbH#ERCHEESRECRE - YR EIERIOEE
talhs - M EBESE1XOMRIinezolid 600 mg - #ZEE 8K MRS —Hllinezolid 600 mg -
ESE2-9K - wEAZHEBHLERC (1000 mg/day)sk#ERE (800 U/ day) ° Linezolidfy
AUCO-o0o0 - HAR#EZCHRIEN2.3% - HHRHEERERIENMN10.9% - ftARAEEZRCIHELERE

5 - REZEFHElinezolidWEI£ -

BICYP3A4E S E

Rifampin : Bt 160 FMRESHEMEBETHN-IRME - XL T Klinezolid 6005
H5E - SHEAREHrifampin 60025 BRI T —REEZK - #ELFFErifampintlinezolid
ZEMENEBNEE - HfBrifampinflinezolid& &ElinezolidiCmaxP&1E21% [90% Cl,
15%-27%] - AUCP£1E32% [90% Cl, 27%-37%] - ItR BEAMEGE RS &Hz = ABME - BARiEXR
TERBIER O FANEEEE] - DI S MR R(NAREEREPAS0)ARE - EMATHER
s@iEEE ( Wcarbamazepine * phenytoin + phenobarbital) 1855 [E1E E B I B/ \EY
linezolid REEMEE -
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B Iz A 1EE (Monoamine Oxidase) Nl El
Linezolidm— a4 - FEEEMNERSEEAIGIE - BLE - linezolid 28 FREER
(adrenergic)# M5 & 4E(serotonergic) Y 2 B O sEER A 1ERA -

B LiIRZE$ (adrenergic) &4

—LEESZYVOXMIA - OIREEIE B EFRMN AR ER - 7 EBE S DR EY)ISAN
B H&FE - % RANEEY Wphenylpropanolaminefpseudoephedrine E& B 45 RIRIAE -
B FIREHZEYMdopaminesiepinephrinelEEIAEI S EAIEE - WHRBE RREESFIERIE

HEE -

Tyramine : IEE X E AR EXZlinezolid REIE SR 1002 =B M (tyramine) IS & E 4R
RME AR FE - ALt - #2linezolidAENEAREESAERAZSHEERNBYSER (2
WAEREM(14)) -

Pseudoephedrine HCI 5 phenylpropanolamine HCI : £/ - MEBRIEENIHEES
linezolidfF - &% pseudoephedrine HCl (PSE)sXphenylpropanolamine HCI (PPA) By F B
FRiE  EMENIES 20 (2REE/EBEEIE(5.1.6) - REER()) - BEURERIER
ESMEREAS LET - LMBREEEAZHAENROFAERT  ASZRE - EEEH
PPASLPSE - E¥&{E Mlinezolid - LUK TElinezolid:ZERR EMR R (B 12/\RARFA600=5: - FH
=R) R B ERIPPA(25mQ)3kPSE (60mg) (FR IU )\ Ak FH) <5 15 750 s 23 1 /BR RN O B 2R 2R Y
T8 - F—EaEANHBAFZELPIRE - Linezolidf APPASIPSERYEE 7 = & 5 M B
tE - xeNMEBEHIREFASE _EPPASIPSEREEH2E3/NE - WREIRESHNMEE2E
INREIEIEKEE - BERPPARNMIRARI T | FHI(FHBE)ESWARRE(EA : mmHg) : £/
ElzH=121(103&158) ; EXEfERlinezolid4H= 120(1072135) - EX&FEAPPA = 125(1062
139) ; PPAffAlinezolidfH= 147(129F176) - PSER T4 RAPPARIAZT 45 RABLL -
linezolid#2pseudoephedrinesiphenylpropanolaminefff A% - BHERELLERE - FHRK
W 48 BB NI BB 72 B /32 mmHg (88 : 20-52 mmHg)&38 mmHg (#& : 18-79
mmHgq) -

M5 & (serotonergic) &4

Dextromethorphan : BRUR R & Elinezolid #idextromethorphanZ EMR G 1EHR -
=& BB FAdextromethorphan (8R3%820mg - B R - Z B R4/ 5
dextromethorphan&ilinezolid - 25 & @05 #f Hdextromethorphan&ilinezolidfs - 1
BAHIR MBS RIEER (serotonin syndrome)(REL X - ODHATE « B8 - AT - 2TA8

e
=) -

B PRl B
121 BABA R AR

ARHRK EAWSRERE 2 ERAMEARES B - k00 E50
Rt zadE SHABEITE21XNVEE - Hbh—EHEZZYVOXE kT 5 5
600mg * B12/\RK—=R ; S—#HESvancomycin 1g@glES - 812K —=R - _4
&R Faztreonam (12 2gFF TS - B8/\F—R) - MREARLEFE - ol DIEE N
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Fi - 203 & # = linezolid’a BRI w A 1193 & # = vancomycin/A BRI 8 A A K&
2 - X linezolid)/AEZE B 122 A (60%) MR _E TR RY ; MEE=vancomycinia &
EB103A(53%) 2R Eola HE M - AR EoJsE =& D - #Rlinezolid/aEE

BREERST% - MiFEvancomycin)aEE Z 8B ERH60% - MK L osH b E
th . REIR RS K 2 e AR inezolid)8EE 47% - M vancomycin
BEERI0% - 947 ERinezolid)&8ERIR AN 83 & EZvancomycinia R w A KF
BB IER EEAE (modified intent-to-treat - MITT) 247 - B EAERBBER -
EENHERERE - KMITT RS RRRERER linezolidaBEERST% - MEZ
vancomycinja & H46% - Z T _RMEME LU ZHED - KEREZ AR

K o

&

T+ A E EolFR AR A AT 3 B R A TE Test-of-Cures2 2R R0A B R
m R e A B =
ZYVOX Vancomycin
n/N (%) n/N (%)
Staphylococcus aureus 23/38 (61) 14/23 (61)
Methicillin-#12%14£ S. 13/22 (59) 7/10 (70)
aureus
Streptococcus 9/9 (100) 9/10 (90)
pneumoniae

S E R EHS R

ARAGARIEE N FEHEUN BN EAMREEARES B - BP0 -
5 - double-dummybf R EERZ A E - AN BRLOER G BR 22 mn 72 ST 45 A AR O S
% BHREDRZENWNIEE  ZEBRERFBR10221X - Hb—HEESZYVOXFF K
AHH600ER: - F12/N\F—R - ZEBHNAHZYVOXOMRIEE600mg ~ F12/ME—=R ;
B—HEEZoxacillin 255 iOEST « B6/)\R—R - 2 OMRdicloxacillin 500
%= Bo/\F—R - MRERLEFEZE - oI Haztreonam - 400E#E = linezolid/a &
FmAR4198 FE=oxacillin/aBR AEAKRGTE - #EXlinezolid/aEEB245A
(61%) 2 A Lol 3EMAY ; MiESoxacilliniaEE B 242 A (58%) 2R K _EaJE4HEY -
B2 R ol s AR ARA AR - S linezolid&EA90% - MiE=oxacillin& £&85% °
EBEERBEAREMITOTE 3162 E=Zinezolid;AENHE AF313&E S oxacillin
AENREA - BERAFTSEARTSBOMBRTE - MITT2TMENERERETES
linezolid;5EE 586% - MiE=Zoxacillin/aBE&E5H82% - x*+ =3 HMEYE o]z
EPREHED - KEREZAEER -

RT = MEYB LA R BT E R £ B 578 A ARk S A TE Test-of-Curer2 2

RA AR
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m R B a B =
ZYVOX Oxacillin/Dicloxacillin
n/N (%) n/N (%)
Staphylococcus aureus 73/83(88) 72/84(86)
Methicillin-#1 224 S. 2/3(67) 0/0(-)
aureus
Streptococcus agalactiae 6/6(100) 3/6(50)
Streptococcus pyogenes 18/26(69) 21/28(75)

5 —1E& Bl K9 A 7T 12 i linezolid FA 1% J& B methicillin- #1224 Staphylococcus aureus
(MRSA)BURARER - SR — BRI - DSBS LIMRSAR A A F £

Hop— LB ZYVOXFEMESHH600mg ~ B12/W\F—R - 2B BZYVOXAMREE
El600mg ~ 12/ —R ; Z—MEvancomycin 1958 IKEE - B12/MW\KF—R - —
HEERBIATE28XK - IREAKR EFEE - o] HaztreonamBigentamicin ° 1
42 ol EMMRSAR B K EABR B ARERER - #Xlinezolid&aEER

26/33(79%) - MFE=vancomycin;AZEE %24/33(73%)

W PR 97 B R

ASER R PR 78 B T TR A R 1 7 B N 7 B AR 48 R S (N PR U S RN RO A SR B PR T TR AR 32
RH—BE(CEE—RILER)) ~ 2RO - FRRERREENZEE - Aot s
mEREIOE S ORAENIER - BEAERER14228K - Hbh—HEIZYVOX
600E=FICTHR O - B12/MNE—R ; Z—MHESampicillin/sulbactam 1.55E &
3mF K E 5 samoxicillin/clavulanate 5002%= £2875Z%= AR - B8E12/\F—=R -
fEampicillin/sulbactam>k EHMIBIR - 8 iKkF59/8E £ FHamoxicillin/clavulanate
S5002= 2 2= 50T ~ S6/0\F—R - HEEEERE DB HMRSA - $ERA T O
vancomycin 1= 0TS ~ §12/0\F—R - ERREHUIBEEEERREEE - £—
AEANRE A O #ESaztreonam 1522255 EE - B8E12/)\B—R - FIBHNTE
AHBERESBEESNHEEEBIMEE K#EIRA R [off-loading]) - FI—MEERER
RERRAREEZEN 15 SRAZERABIS TELEE - SEREREITNHRE
28224182 linezolid)A BB AN 1202 B H B ma BB A - #%linezolid
AEEA212 A (86%) R L oliH 4R ; MESHRMAEEA105A(85%)F K
EOIRHEAY - IEITTE REA AR R EES linezolid/AaEE H68.5%(165/241) - MIES ¥
BmAaEEROA%(77/120) - HRERRAAREENZHAEW R REBEERN - BIKE
O RmEA(BIRGERERAARBENREB)REREER - EEXlinezolidaEESR
83%(159/192) - MEERH R mAEER73%(74/101) - —IBERSEE 21T (post-
hoc analysis)lA121&# X linezolid’a BB A N0 2 R H R maFEIRASEHR -
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SR AR BCREMIS MR D B L E R EKEHRIRE - i35 5k AVRE BEE R
FREED  WHARERWELENNED - B2 - aRREERlinezolidaEER
71%(86/121) - MEERHRMIAEEH63%(38/60) - Lt D4 EARIAEREN A ERVfE
RMPARILE - R+ HMENZ EolRENREED - KRRE 2 8RR -

RTI : MEY S Lol R B AR IS 14 B AR R R A TE Test-of-CurerR2 =I5 RYE A

m R e A B =
ZYVOX B m
n/N (%) n/N (%)
Staphylococcus aureus 49/63 (78) 20/29 (69)
Methicillin-#L 224 S, 12/17 (71) 2/3 (67)
aureus
Streptococcus agalactiae 25/29 (86) 9/16 (56)

e e

Vancomycin- 24 53K E (enterococcal) &

e Bl st LlRvancomycin-MZE M IEIKE R BN ARA B ES — B - ZERT

O EERAABRHZHEE - ZABRERSHEZYVOX (600mg S12/\F—R - 5k
EFEE O R)FMEEIEZYVOX (200mg 12/ —R - BiESEOR)/AETE28K
HERZ - m AT UERF Faztreonamskaminoglycoside « 792 @ A# S EBLE S
| ZlinezoliddH - 662 EWAHBEH D2 EEIZlinezoliddl - EERLKHEER
vancomycin-MZMBIKERAEFEREAE (T 2MHEA - EeE=HBE65
A EEBESEHB52A -

TEE R ALFE E Zvancomycin-fiZE 4 enterococcal B H & &intent-to-treat (ITT) 7
T ZWAREREE (cure rate) IR T PTS - ZFRESRBEERIFIL - BLAREET
FERERENBIRIREENSEE - #HAKR0.05K/KELEAE LBEDN
=%  BESHEANAEXREERSHANAEEXS -

xRTH  EEKREREZBvancomycin-MEMBIKERAE/FSITTAON ZAABA
fETest-of-Curem2 2588 R =

B R R OE A 7 =
ZYVOX ZYVOX
600mg F12/\E—X | 200mg F12/ME—=X
n/N (%) n/N (%)
A ERMI 39/58 (67) 24/46 (52)
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TSR A B ff ZAHRERE 10/17 (59) 4/14 (29)

ME

A H AR B M AE 5/10 (50) 2/7 (29)

BB KL B AR A 9/13 (69) 5/5 (100)

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

A 3% 2/3 (67) 0/1 (0)

HAth* 11/13 (85) 5/13 (39)
IR IR - MEERIMAE - IRITHMERE - EERERE - BRXNEEHEE

E’\JE\ e

SERBA

EHKEHEEMAY RS
—IBLZEUNBAMNEMREE T RERALZYVOX A ERR MK « BN L E KK E
B - NEMREEEKGMRRESHANRKD - BFEmethicllin BRZEMSR
Staphylococcus aureus ~ #methicillinBE = 48 Staphylococcus aureus ~ ¥3
vancomycinB i #t4 Enterococcus faecium - FE B 5t LI B E B R R RN L4
ANTERERAWES B - ﬁaﬁﬁﬁ MERABNZHE - AP —HEEZZYVOX
10mg/kgFECEST ~ B8/ —R - BEEEZZYVOXORMFEI10mg/kg ~ B8/\iF
—R ; B —HAEZvancomycin 10:.:15mg/kg FIOTE - B6E24/\H—R - REWR
HEBERESEME - FEAVRERENHEARERES —4H - #ZZYVOX 10mg/kgF#ik
E%]L&/_JZDEE B8/NF—RK - ﬁﬁﬁﬁ’]?/\%ﬁhﬁiw\mi%%ﬁ’] 8% - WRERIK L
I UFAETEEREUYENREL - SREBEEE(ITT)MREFIRE20632mBA
BLT%%&xImezolld,u[f - 1028w A B S vancomycinyaE « RTABITT -
MITT » RERAR EolREERNRAEBP Z8RER - RTFETRE - XAA—BEFEERTR4
RE165% - 13Bm AR LB EEVREA -

FHEIEMEYE Lo EET ( BERERRRT - UHMEYE
vancomycinfiZE M ZIBIKENRA ) - RREZAEX -

A=

xRN BENAE - B1E BE -~ RERR LIRS R ER AR R R R
ZamE ($HHEE Bﬁi LUEHZE# EEEZEED )
i ITT MITT* B R Lol FHERY
ZYVOX | Vancomy | ZYVOX | Vancomy | ZYVOX | Vancomy
n/N (%) cin n/N (%) cin n/N (%) cin
n/N (%) n/N (%) n/N (%)
Hf2Er | 150/186 69/83 86/108 44/49 106/117 49/54
(81) (83) (80) (90) 91 91
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14

B 7 61/72 31/34 37/43 22/23 46/49 26/27
B B (85) (91) (86) (96) (94) (96)
Be A B9 il 13/18 11/12 5/6(83) | 4/4(100) | 7/7 (100) | 5/5(100)
3% (72) (92)

*MITT = EG@R2BEFREBERRENITTREA -

R+t MEYEB LN EEREERRREREE 2 RERA T A RS RZ R
Fp=PrEES
m RO A & S
ZYVOX Vancomycin
n/N (%) n/N (%)
Vancomycin-$iZ& % 6/8 (75) * 0/0 (-)
Enterococcus faecium
Staphylococcus aureus 36/38 (95) 23/24 (96)
Methicillin-#1 %14 S. 16/17 (94) 9/9 (100)
aureus
Streptococcus pyogenes 2/2 (100) 1/2 (50)

* BRI I e B h PR 7B A B Y -

BERK#ET

13.1

13.2

13.3

az

30fuERSEEE -

e

MINBIEFR7N -

IR

fEFHR25°CLL N EE S -

AR

EEHERR
HHEAZYVOXTI AR Yl ZERE R AR A -
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BB AR R

SAHEAMRERBZYVOXFENLIREE - BEMBM(SHEER/EEFIE(5.1.2) -
liIb=End(73:

SHRAMNRERAMNSRERE - SR MBRLEWHIFIE R E i ZEEE Mopioids - &S
HMEEN(SHER/ERFEIH(5.1.3)) -

OJEEBNME FAHNRE

® FZNWAUNASMENKSE - BEHEE -

® MW ABRERAZYVOXE - BASAEEM (tyramine) WRMSLER - Styramine
ZENRYEEZEBEAT ¥  MESEELUSMREN S EAMEENEMERE ; flM -
BREFLES ; BBEEZNALE ; e, B, BREE, RAE - IRFEENRBBEIEA
EERRHE - RIS EEERYPHMtyramine2 £ 0/5E & -

® EAmANRIRAZBpseudoephedrine HCIZEphenylpropanolamine HCIRYZE qn i1
BHEYESENEYE - BRSHEMESHER/EEEIE(5.1.6) -

2 AN EAEBRFIZYVOXIE B A S IBN - R B AT (S HEE R EIE(5.1.7)) -
EMEAEERNNEERS - SRS EEE EEEE5.1.8) -

=} iE
SMmEANREIBEAIAEENEIRMER - SFEINRERE BRESENLUEKEEEE
# o BEMEEM(ZSEERE/EEEIE(.1.9)) -

{EC A
SR AR BEIERE - BEHEED - #ZlinezolidaER olsE 3 R MAERE ( WET R
BB ) e EMRAIEE ZEEREEENE  BABHBEEBLENHMEETEABLERX

=R (ZRERE/ERFIR(5.1.10) -

(M SAAEFN/=XSIADH
2 A B M NERRAB A NREEEMMMAEN/HSIADHRYE SR MEN - SFERE - IEHE -
EERNNMTFIREE - RENEEM(SHERE/EEEHEG.1.11))

B st

BEISHEA - MEE(ERZYVOX)Ro R e AR - M RSEAEI(WEE) - 2
BHZYWVOX e BRMERAN - BZEHREA - AT AREHNSERERY - NES=ER
ERIRE - RIREEXATHBEREEZEN(T) UMM EENERE - URQ)MAEEENZE
MR TIREMIEAN - BERZYVOXS Bt ERHEZEY -

P.32



EEEEANEIN—RAEREE BEENENEFEHEZHEX  EREERGAEDEAE
B WMAGREKEERNL (HERBEBEENRE) EEERANENEE—EEER
M=—ERRLIR - FREWERS - BURSHEEN(SREBEEEFEGS.1.5))

Z

SHEMRAZYVOX O SEEEN A2 MR EBRENIEE (SRR HREEEREIEEIR(6.3)) -

)

15  Hfth
USPI 202407-3

F3E M Viatris Pharmaceuticals

LLC KM. 1.9 Road 689, Vega Baja, Puerto Rico 00693

/j;':t ol Pf M f t i H H
E%< R Pfizer Manufacturing Mooswaldallee 1, 79108 Freiburg Im Breisgau, Germany

Deutschland GmbH
o)
& I N2 i Rt B R A 5 SlmEREMNICIE100542 - 4318

P.33



