BT 024565 5%

Rubapo

Cubicin® Injection

(LR |
Cubicin == 5 {77 Fsdaptomycin » 5 Streptomyces roseoporus& i i A= >
cyclic lipopeptide i Z T4 -
B2
N-decanoyl-L-tryptophyl-D-asparaginyl-L-aspartyl-L-threonylglycyl-L-ornithyl-
L-aspartyl-D-alanyl-L-aspartylglycyl-D-seryl-threo-3-methyl-L-glutamyl-3-
anthraniloyl-L-alanine €1-lactone.
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Cubicin Fyfit i ~ EEAR > 3k S BB TN R & B R/ Vi
HAg/ M H daptomycin 500 mg > LA 0.9%E(LER T AR &%
DFAeESH A (R [AERZE] ) - Cubicin 7 JEF2
AR > TEZFANFEEE pH {E - Cubicin MIFRECHFHYAREAE
Rk EREE -

[ERPREEE]

sEEn e

[N\ 3057 SERFHREE EE -

FERERRRCAE N - F:24/ NRs 53 IR £% 174 2212 mg/kgrrydaptomycin 30
oy AEREE M R P EEY B N SRS B EY R — -

T~ (AR BFRE T RE I R LY Daptomycin ~F-45
(FEtez2 ) SEVEh S

SEVBI 228
AUCO-24 t'/z Vss CLT Cmax
Doset | 1cq ™ himL h Likg mLihkg meg/mL
mglkg

4 494 8.1 0.096 8.3 57.8
(N=6) (75) (1.0) 0.009) | (13) (3.0)
6 632 79 0.101 9.1 93.9
(N=6) (78) (1.0 | (0.007) | (15) (6.0)
8 858 8.3 0.101 9.0 123.3
(N=6) | (213) (2.2) ©0.013) | (3.0) (16.0)
10 1039 79 0.098 8.8 1411
(N=9) (178) (0.6) 0017) | (22 (24.0)
12 1277 7.7 0.097 9.0 183.7
(N=9) | (253) (1.1) 0018 | (28) (25.0)

* DaptomycinFi ki £ 8 #3053 8 -
T Daptomycin & R TiE 1 6mglkg

* AUCo.2s = 024/ NI FE-B AR 4R IR be = HERR-F 2R, Voo =TREARAE T HY 531
RETE Clr = 2MATHERRA; Cnax = Sl IR

—EARER » 24/ NI T4 45 12mglkg i daptomycini 4 = 14K - H
gEygh 12 2R B A S REE I R s - ek R
BEFIEEARRE - F24/N\EFHEEA4 ~ 6~ 8~ 10 ~ 12mglkgf > EEFEEIR
FIR T S (LT o R R R AT 2 53 1) 5.9(1.6) ~ 6.7(1.6) ~ 10.3(5.5) ~
12.9(2.9) ~ 13.7(5.2) meg/mL -

A2 S EFARAE EE
TEfEFER AN E - i AkT% T4 mgkg (N=8) k.6 mglkg (N=12)Ky
daptomycin 27§ » FHARE i1 RIS 2 5 252 & (AUC)H S5 (|
(AR ) J3 I RsATS(71) 2 701(82) meg™h/ml 247 §45 SE5E S IRFHY
s [T H RS (Crnax) FE A7 BL s i YL BIDHIAS: » 2800 > S —(E
14407 Bl A (g R <2 53 19 52 daptomycin 6 mg/kg 58— 7| &8 A k45 4230
G382 TR PTG 2 SRR 8 - BIEEIVAS £E247 §#daptomycin 4726
mg/kg » AR i IR R A 15 7 P R (Ca) » 371 R577.8(8.1) 52 116.6(12.2)
mcg/mL -

paxtiil

DaptomycinEZ A 8% & 5 E 45 & B Al - ER2BE Ve
EOGEE > HESaRe /T BLEEY) R HER - Daptomycinfy4h & 44790
293% -

FERC A BRPREABE T - P A% 3 &5 5 £ CLer 230 mU/miniRf » BLEF
THREIEH AR A Z M ERY - 280 > CLer <30 mLMINEIRASK A »
BRI EHTRICAPD)R A BI85 45 & R A R RIS (K
F7 F588% ~ 86% ~ 84% ) « £ 1 FERTLhyAE 2 HBHY A 25 (Child-Pugh
Class B) - H.daptomycin (5 £ [ 45 5 R B B AAHTE] -
DaptomycinfERZERRE T » R pl AR AN BBl A RE 4 0.1 Likg
HEHE PRI SRR -

R -

TERS/NABRETT » daptomycin R & \ TR 22 24 (T -

51 fEF Sl A AE R 5T DU 4RAZEECAY “C-daptomycintz > iR
FT T M B A 0 o A SIS Y PR FE AR PRI R A TEME(R
I TS T FE TR S AT P S R R O BR AR E
TREAVER o £S5 —(EWTFREER - TR A mgkg—Ki% > FE1I
S A S BT R DY) » FEPRIR TP A S5 3R IO (E M (et
EY > Hb =\ SR IERNHEY > S— (8 REEHeS
1 o HEVIAVREEOL i R HERT -

et

Daptomycin 3= ZZAL (& gttt - 128 & P irstbadh > SEEFERA
BT MRS f daptomycin > FRIBAEET S RAEE > ¥TT8%
Hydaptomycin 2 fE R H AL (IRIBFAEHTEMRENE > &Y
52%E IR B ) - 5.7%HFEM PO (UREE=EIR) -

|€=375i755) |
BOREA A
FIFHRERSZEEN 2 oM 7774 » S0 BB BT RE Y EAYE R A 83

(R Rz A K7 P 4H AR IR (cSSSI) BARS. aureusfEiAys [#E
ZHEIMAE ) EAERE R ANVEEEIEE S (R - R R
[ AR 4 B AR MADEFRE (CLr) ~ HEBRAEAYFEEHE (tie)
BLERREARRERFIY - RETE (Vss) BAAS. aureusfglFys [FE 7 B M
FERIE AFEL - 5524/ N B daptomycin 4 mo/kgHUMERAE T » SRR
THEEAR 4 (Cler 50-80 mL/min ) ~ HA EEEL T 8E R 4> ( Cler 30-50 mL/min )
BB E IAE AR 2 (Cler <30 mUmin) FEZEHHYEE5CLr Y AIFEELTY
TE 7 A(CLcr >80 mL/min Y{E9% ~22% Ei146% - & ZACLcr 30-80 mL/min
HYE B IRE N 2 Y EFAUC) B IE R 8 A R KRS » T8
R4 B aFE = (AUC ~ tpBaVss &R A B BEThAE ™ Femsg i »
B B B B B IRE R 22(Cler < 30 mbL/min) S35 BLET T IE AT (A 1]
By AR B 4T (CAPD) S MR M) B BT iR &G ZERF£3TAUCH
WA IE T NE R AT223M2095 0 » Cler 230 mL/minfy B & 1Yy
Cmax%ﬁ@%ﬁ60§7o mcg/mL ’ ﬁCLCR <30 mL/mInE"ijax%ﬁ@%Elt']
ZE58 meg/mL - [ &F24/ N5 HE B daptomycin 6 mglkgfIfREE T @ B R
R B T RE N 4 FB Y S35 Crmexi [ 5802 114 mog/mL > B TE 4%
NZ g -


Jewel_Liu
文字方塊
附件三


T ARG B 2 B A JERES 4252 Daptomycin 4 mg/kg
5 6 mkg FEARES R > ELEAEAFEIEDIREAEILT - SEVET]

2HiE
Renal Function |t Vs CLr AUCo..' AUC.st Cinsst
b1 2208 (h) (Lkg) | (mLimikg) |(mcg + himL) |(meg « h/mL)| (mcg/mL)
4mglkg | 4mglkg 4mglkg 4mglkg 6mglkg 6mg/kg
Normal 9.39 0.13 10.9 417 545 6.9
(CLcr>80 (4.74) (0.05) (4.0) (155) (296) (3.5)
mL/min) N=165 | N=165 N=165 N=165 N=62 N=61
Mild Renal 10.75 0.12 9.9 466 637 124
Impairment (8.36) (0.05) (4.0) (177) (215) (5.6)
(CLcr 50-80 N=64 N=64 N=64 N=64 N=29 N=29
mL/min)
Moderate 14.70 0.15 8.5 560 868 19.0
Renal (10.50) | (0.06) (3.4) (258) (349) (9.0)
Impairment N=24 N=24 N=24 N=24 N=15 N=14
(CLer 30-50
mL/min)

Severe Renal | 27.83 0.20 5.9 925 1050 244
Impairment | (14.85) | (0.15) (3.9) (467) (892) (21.4)
(CLer <30 N=8 N=8 N=8 N=8 N=2 N=2

mL/min)

Hemodialysis | 30.51 0.16 39 1193 NA NA

(6.51) (0.04) (2.1) (399)
N=16 N=16 N=16 N=16
CAPD 27.56 0.11 29 1409 NA NA
(4.53) (0.02) (0.4) (238)
N=5 N=5 N=5 N=5

VR ¢ daptomyeings &R Ky 3043 8 -

*Cler =1 F Cockeroft-Gault A =UR1 B PR S S (il B LR BT /A BR% 5 CAPD=14 n[/E B 1%
FERSUENT 3 AUCo- = OFIEIR A FEFE-HE R h 4R NI AUCss = ZZTRERAET - 24718
A SR BT e P - RS R 45 TR, Cin, s = FERBIEMREE T » SRR A, NA=R
piiilac]

T B E AT B R M R TR R A AP R R SR RE A

T BB E N REIREE T, RS, aureusEiLs LB M B

N B PRIRHEME EERHERR TR - AR E B IIAE
mLmin)y R NS A FRaEERIE (R [RVAHEY ) -

4(Cler < 30

FFohgEfR =

& daptomycin 'y 517 &l 77 S AE 10 iz 1 FE T 2 BE A 4= (Child-Pugh
Class B)ys A\ 52l & > FOMHEMER! ~ SRl MIBE EAYRRE A B
F (n=9) AY#25L - Daptomycinfy&E8 8l 1S 4E AT DhRE R 2%
WA - EEEE] T T DIRE T A & » “F 75 32 daptomycin
RS - [ELEEERTIIAE A 2% A(Child-Pugh Class C)fY42Y)8) 7]
BN ME TR -

A
Daptomycinfy S &) 7 ELAE R SRR » W02 A HE PR IR
HYAE] - & 15 T-daptomycinty A FS AL B I (ORI B AVEREE -

EEN

¥ ftidaptomycin SEYjEh I EAAE 20 fEFRAYEE A (TO5ELL_E) FIm
i fEREFEEA (18FI305%) AVZER - FERTH—HIE - oL
4mglkg > SN\ BLEEE LR » P39 daptomycindE5 R G AT
35% > AUCo-3 i1/ 758% ©

AEREE -

¥ {iidaptomycinFEAH & A% ~ MERI ~ I ThAERT6(E b REAERERA
=% (Body Mass Index [BMI] 25-39.9 kg/m?)7i1 5 2 AU (BMI 240 kg/m?)
2 SR 2L - RS E R AR - RS T4
mgrkg » B AT daptomycinif A B e hl » 15 o AR E b
{15% » B ER AL TA(K23% « EHAUCo-BilEHmRE S Ll » FErpfE
BEBEE R I030% » X SRR 1 II31% - Lk 2 AT L R By
daptomycin® % B2 AN [EIFTS L - PR AR AR R 2 e
YRR -

S
Daptomycin 2. 547781755 » & ch 3 B . 781 772
WIZERTASHET - —ARAGR - STRCBE A A (L SR

EbpEBE S - WEPEFERIEEM B - bR =R E R E
BRI N o 22265% SR AR [ R daptomycinfis - A EE
AL 2 BEVD AR AR AR AR L -

—IART SR N R R R P T R T FE R CSSSIRY S BB (12175%
LIF) - {s Fdaptomycin.z 2244 ~ ARG BEEY B 152 -
oAt (25 [ERER] ) - BHEERZ—RSZE10
mg/kgrCubiCinAFARAEIIE - R L5 ZXAIRL - IRIBISE K FR
ARSI - A[FIFi Y daptomycin 2R & (TR RRR M %
FERF &R N AR EIR RS 2 S TR ) HEL (&

=) -

= DaptomycinfEcSSSIFLEE & Frh 28 (FEAEE ) BEAGEEY)
B2

BB 228
ﬂ':ﬁ% Dose AUCss t1/2 Vss CLT Cmax,ss
mgl/kg mcg  h/mL h mL mL/lh/kg | mcg/mL
12E173% 5 434 (67.9) 741 8200 11.8 76.4
(N=6) (0.9) | (3250) (2.15) (6.75)
7 BN 7 543% 6.8* 4470* 13.2 92.4*
(N=2)
2% 65% 9 452 (93.1) 46 2750 20.8 90.3
(N=7) (0.8) (832) (4.29) (14.0)
1N 2% 10 462 (138) 48 1670 23.1 81.6
(N=27) (0.6) (446) (5.43) (20.7)

AUCss = TRAEIRRE M HFORAE-HF AR TR » Clr= ARsEfiE by BEVIETRE ~ Vs
= RTINS FRYIRRGEE ~ U = PERRFIEH] ~ Craxss STRASIRRE 2 B R
PUEE N B=2t FP(E

(&R EER ]
BEINES -
1E N JERT B AT AT B S BREE T > daptomycin R g1 ok 2 T 7]
NBEANREEE (CYP) PA50RYIE: « 1A2 ~ 2A6 ~ 2C9 ~ 2C19 ~ 2D6
2E17{13A4 - Daptomycin R~ K AT RE B A HIHIEGER ZE#E CYP P450 £ 471X
IEYIIER -

Aztreonam :

FE— 18157 {5 5 A 337 daptomycin B — 71| & 5% Ak 556 m/kg Bl
£{3#4 Taztreonam 1,000 mgz & - daptomycinifICradFIAUCo.- A
aztreonamf5 HH ZEA 2 -

Tobramycin :

1E—(E6 s 5 A B M2 & OF L T daptomycin B — 7 & AFARE
5F2 mglkg 81 & {if 45 T tobramycin 5% Bk 0 551 mokgstEg i o &
daptomycingitobramycin& (5 FHF » daptomycin {53735 CraxfIAUCo.
7y B H012.7%F18.7% - tobramycin 3+ Crax 1 AUCo- 7 FI FE AL
10.7%F16.6% - {HiZ te i &0 st LEENER - (FH
daptomycinE& PRI &1 » fEdaptomycinflltobramycin [ #YA8 . AE FE 1%
RIEEIL -

Warfarin :

TEABA AR A\ 2383 » 19:24/N154% T-daptomycin 6 mglkg » #1485
Ko FEEER AR B — 758 > warfarin (25 mg) - & &E) (Y EEY)
B A A BHEES L > [ERFINR (Intenational Normalized Ratio) 7R
AR -

Simvastatin :

TE200 f R A N Z i B T H AR simvastatin 40 mgfgE1% - 81

FFAHE T-daptomycin 4 mgrkg—R—Z (n=10) 14X > FIEZZE

RITI4E (n=10) ELz - simvastatinf/y (S i~ 282 B

RAEBGESHIA BB A G2 FEsHLIA S (skeletal myopathy )
(2R UEERorEsHE] ~ [BEYEEil ) -

Probenecid :
& Tprobenecid (500mg » —KPUZK ) FlidaptomycinEs —7i &%
3% -4 mglkg  daptomycinfyCrmaxE%AUCo-3I1 A BHEE R 8 -




[(EE]

Daptomycini& ¥R BE LRI 2 - BEIRIE Y 6B IR 4 S0 S 5l
EC P55 M 1 R - daptomycinffy B 41 & 1 B B FE A STy B PR EE R X,
P MEEORE o
1ERSIAEREUR - daptomycind&f A SRR IR P MR B /A TR ~ AR
FERIT B RUR - 2 e LM AR R R R L time-kill curves
MBC/MIC ratiosz&HH -
17 #8515 B . 5% BH daptomycin ¥ 7 FE .00 A B 2E 97 (endocardial
vegetations ) HYEE ILIRRES. aureus A REENE M - [HIGAERK LY
EEE

[fEFpER]

DaptomycinéJ{F FARIRA [F] > HoAt £ 742 2% - Daptomyein B4 4]
PR s 5 5 [RE R R i PRARAY A - B R (i BT SR I 4 B
HEH'HE - DNARIRNARY &K 5 [REANESELT -

[Hige:]

BRI

IEERF > daptomycind i EE AR & R G

[EJiF > 5[ EEdaptomycinzE A= HTEE LAY N T2 RAL ©

B\ 2 A8 1 B R L B2 o A S R e PR e
FERTA S S0 B3 =S NP BR T - A BB el - 55
— SR BEAES —tR B DTEENERY S. aureus YT -
saPEZ K daptomycin HY)E7E - HEE AR E/ D lbge T #EiEE
ZHIE o FB(ED B A D IEEIERIZEBIE E. faecalis - FERE R
(salvage trial ) &9 AHY—(ir PGB RER -

[N S. aureus BN BEIMIENC IR R R Al TR ]
TR EIER RS - o SRS M BRE - TERe R At
BUEHEALLRAES. aureusigiAs <~ BEIMES LIRS 3R BRIR G ER R A 7
R A 8 ot e RN S22 S. awreus
DaptomycinEd Eo At 14 2RSS BAE e T > &SRR 4R
SEFENG S HLE A > Bilaminoglycosides ~ B-lactamZE T 4= 2% Frifampin
G A — L4y BerY Staphylococci (115 — L5 ¥imethicillin-resistant 15 )
FEnterococci( 15— Es¥tvancomycin-resistantiy 1k )& R E R -

[(HiEE:]
Daptomycin 2 ff e 4/ B e PR R G B RE BT RSB AER) -

Gram-Positive Bacteria:

Enterococcus faecalis (vancomycin-susceptible strains only)
Staphylococcus aureus (including methicillin-resistant strains)
Streptococcus agalactiae

Streptococcus dysgalactiae subsp. equisimilis

Streptococcus pyogenes

TIIAEYHER NABRCHGEE AR B HIERE R AREE -

i85 S 22 /0 1 77 2 0FEBES MMIC/ IR 2 f: daptomycindf 71 4=
VI SEVIEE 2 A RURIEE - Daptomyein{e a1 EE Y AE PR PRIEL
FH AR R BEEIL -

Gram-Positive Bacteria:

Corynebacterium jeikeium

Enterococcus faecalis (vancomycin-resistant strains)
Enterococcus faecium (including vancomycin-resistant strains)
Staphylococcus epidermidis (including methicillin-resistant strains)
Staphylococcus haemolyticus

B2 MR TT %
WIS AITHIES > ERPRIAA Y8 B e e R (I S BB A G
HIPUERSEVE S Re S NS M Bt 5 - DASRIARE A R L

FURIREVEZ EREI - B e s e B B A B U R 25 R
AR ©

FRBREG -
BT PR TSR PR SHIEMEE (MICS) « MICSE]
PRI A ZRZ LGS - MICSBIS BT A B
T - BRI (broth) FEEE L RS B
B50mylL + RS (agar) HEEILATHRRE A F HESE P - MICTH
ISR I R R -

2200 ~ Daptomycin AR M fEfe A

Broth Dilution MIC
Pathogen (meglmL)’

R
Staphylococcus aureus
(methicillin-susceptible and methicillin-resistant) =1 (1) (1)
Streptococcus  pyogenes,  Streptococcus  agalactiae,  and <1 ) )
Streptococcus dysgalactiae subsp. equisimilis -
Enterococcus faecalis (vancomycin-susceptible only) <4 (1) (1)

Note: S, Susceptible; |, Intermediate; R, Resistant.

* HIHAS. aureusHiAE. faecalis FIMICHERE(E(: - H A 1E LIMueller-Hintons% 8 ik S 2445 &
EE50mgL T » A HEF ; BT S. pneumoniae¥t - ¥ Streptococcus spp. L B fE FIAE LA
Mueller-Hinton£% #//% s #§5 5 2= 250 mg/L > A6 752-5% lysed horse blood (&% T
HiEE TRETER > 35 CHIE205124/ N A B -

T HHiIER T A daptomycin” B2 M HYERIS I » 6= A S A BUEERY B TR DR
NS S R I E R R IR BT R ADGE R R REERY - Iy BT BERE AR 24
PR TR = (F R E— 0 -

BRI R R > FoRbUER IS RER A& o A
FHEA L EYIE BB (L 2 F LR R B R B Y A

HECIERSUTE
Daptomycinéy gl sz st » A5 A1 P AR oy 2 BT 02 A
EHIRME - R R -

(B ]
PRSI - R B h R BN - ORI e
SUEYF it ~ S R BB sk T Mt R R 2 T - Aot
daptomycinZEf7 T fE HEMICE [ #EE T IFER 1L -

R~ IR R M SRt a R - daptomycin Y AT H2A2 £ i E 22 ]
HilE]

Broth Dilution MIC Range

Quiality Control Strain (MIC in meglmL)’

Enterococcus faecalis ATCC 29212 1-4

Staphylococcus aureus ATCC 29213 0.12-1

Streptococcus pneumoniae ATCC 49619t 0.06-0.5

* HIHAS. aureusHE. faecalis FIMICHERE(E(: - HAATFE L Mueller-  Hintonk% & 75 J5 5445
ERESOmMLT - A 6 A 5 BT S. pneumoniaed| + ¥ Streptococcus spp. FLE] [iE FI{E
LAMueller-Hinton3% & % S #4 $55 & 250 mg/L - Wi 752-5% Flysed horse blood it
T HEEEDEE RS o 35°C HE 20524/ NI A -

t LEERR AT FERNER TS, pneumoniae L4 Streptococcus spp. 8l s B

[#FERE ]
ARSI (V2T N MR MR R R P T B 5 [ERIHE

MR F7 8 RO R [ 4H 4% B 41 (cSSSI) - Staphylococcus aureus (L%
methicillin-resistant isolates), Streptococcus pyogenes, Streptococcus
agalactiae, Streptococcus dysgalactiae subsp. equisimilis £ Enterococcus
faecalis (vancomycin-susceptible isolates only) (25, [FHZAEHE]) )

Staphylococcus aureus [#E 2 IR IRLNA: (BEIME) MR EE - &
#5 e Homethicillin gl 52 M K i ME BRI 2 A (IR M L PIFBE

R e



Daptomycin:EE s 1] FH AT % -

Daptomycin B 5] FHFN GRS, aureus 5 [F#E 2 A2 (IR M 00 A HEE
3% - Daptomycin A A RES. aureus 5 [REMLIR EAYE 2 BE IR B A
BEPEAEMRGME OB RR A BRERER T E (2/E
PRERES ) - Daptomycinid] R FA S5 A IR 20 PRI BE 3 95 A ET TR
% o

AR N BRI 5L 2 BB 1A 2R 25 BB VB A
A RN ER NI RERSE - AR ERERSGT
daptomycinfisf > SEEREHILA ~ FHEEAILIAL ~ RIS RHAR Z40 (E R
RS BEEBERE (2R [ZEOEESEHE] - [EERE
HEY) -

Fo T 53 BEMTESL 07 B MR E ¥ daptomycinfy BIgk M - E R 1R
RS - DUETTM A YatEs -

Ry T AN AR SRR EEMEAN4ERF Cubicin e HAMiZE ZRAY
AR > Cubicin H AT T EHREREE 2aa SR EE = BUR AN L
Feo B AU EABURME NS REE  [E S R pi L Ry a k-
B Z BRI > EHERI TR EE N - TR AR
%2 2% - FEFFRHRERGE R v SER IR BRI ROE -

(€53 |
$fdaptomycing 1B BT TEZ -

[EEREEEE]
B e

EASEERERTIAEZE (B4 Cubicn) BJAE S &84 M I TE
B rlgEgr By - 5 ¥} daptomycin FE AR IBRUS FERY - FEITBNIE
1F45%E B BREUE Z BT -

AR L A e

HiEfst > (#F daptomycin HIERHLIE - &2 AHLARREEH A
77> BAEEEEMUSH RRRE RN (E DB E RIRAT 10 £ -
5 F daptomycin 7% HHFR RS FILIARRIE (LA S B =g
MR

I FE 7 daptomycin JEEFREDIIANL A BRI ST - FRE B
%  ARFH daptomycin i35 A 75 & 2 BRED NS R ERARG(E - M
Bz me HFiapHE B HMG-CoA reductase inhibitor 27 %
N A daptomycin JE R HART 0% AL IR SRR RRE L5 » B IME
FEARE > EBURERN 2R ANFEA - FER S — RS
B IHEE K A AR -

TEEE—HARISE AR NBR IR B > 535 daptomycin DLl— K48
—RFAEE—R—IT AT E A MUSH R b (E L
At > daptomycin $E AR —RAFEZLTA—XK -
ERTUSE AR PR ERIEAR - B0 (5 AL b
155 > 1000U/L (~5X ULN)E Fe RBiEdR 2 95 A - (B I3 H LI i e g B 25
1625 > 2000U/L (210X ULN)#% - daptomycinZE {2 |- 38 o JLoh - 295
N $523Z daptomycinid 7] 22 8 BT I 11 4% T &7 B A AR A B LA iy 2
Y1 AIHMG-CoAZZ R BRI (2R [Z8YXGAEH] ) -

IR ER LT M 1 I BRAT R
G B B2 daptomycin & & LU FRIE R AT 14 1 I BkATi 32 (2R
[‘NERFE] ) - daptomycinfHEaR: 2 SRS ZEFIF > BEFERE -
TR PR THAE AR 4 2 PR PRI S ~ 08 M B 2 R 4 A B i 3%
(organizing pneumonia)fy3Rge -« —fEZRER > R AT M mBkATi 3R 5
LB 1 B & {3 Fldaptomycin 2-471% > H 745 R daptomycin 2 B 4655 ]
LEFIRIGE o WA TR R IMESE FALIE A MmBkAT X ~ #Hd:
PrZ daptomycini&i 2 5 (B IR LU AR > JEXT R 2 B s
fi > A5 _F 15 Fdaptomycin » 4= B EE RS ARt w0 -

IS

7% daptomycin i {5 FH 4K i o - 7 5 [ /e o S A O ZE 1
R o AL - £ (5 A daptomyeinii - T 750 [ 1 s S AH BBl U
JRBLEAR - B E A AR N5 a2 -

HPER/NL 12 (8 B BEIHE A GBI A SRS EFBER
g

0 R/ N 12ME A S - IR E S B ESHE T
daptomycinii > SEEREIAILA ~ FHELHLIA ~ IS AEE S (AL
i) RATE R (2 R (FRRREEER]Y ) -

Clostridium difficile #H 58> BE)&

Clostridium difficile5; [REATHE 55 (CDAD)E 26 FFrA b L ZME A
545k > EfEdaptomycin » HLEREE AR T RE (HES ERE R B 2an i
GEER (2R [FREKIE) ) - ERbiERMEDEREUE KRG
MY B o 1hiiEpkC. difficilel/Ji# e 4k & -

C. difficile sz 4 3522 AHAB » 1525 RCOADIYR KA - FEL S EH
ZHYC. difficilefEEr 3 IIMEFREIE T H » N ELEEA T RE
FEPUE R BRI TR ETEBR TR - 8 W A AERRERER
W FRREEAEIR » % 2275 FCDAD - HjiA & A 45 i ATE
PR =158 2(H H 4454 CDAD - [ R SE4Hn Fl 2 -

e s A CDAD - JAREC. difficile LA 22 AT RE TR S 4E -

EEMEENREG N ERE - EOEMTT - $HEC. difficilefy 43
JETE Kl R A T SRR TR 2T -

SEOHERENRENE B EE R WIME RO AR
WIS B ETAS. aureus s 17 4811 RN LS5 BICAR S5 I B T R o A R
RINGERIR R EAFE - MEZ R TIURESE - AR RS
aureusJgl - HIIEF L oy BERR DA DIAE HE R EAR Fr s T MICEE R 143111
shalBh > [EIRF 2 BT TAS tE BERR S WP Y BT (sequestered foci
ofinfection) - 453 & 1Y T &I (BIEVIBE ~ B A T 2341 - Hif
FES A 000 R B i A RO aH -

SERE R R A PR R S B8 S 0V B I B O IR R > AT RE R FR
daptomycin& B M T BEC ARSI (MICEF) (2R [EEKR
Rl )

HREE DhRE S HY R E R

A PRATEORHETT » 5 {5 FH daptomycinges FE #1412 R R i 4
JEi (cSSSI) AyEPREERT » R HIBLETAFRZ (Cler) /750
mL/ming 8 1 (531/534 (6% ) » FLr i pl A B E HIBRRTIATRE
FOBRRHE AR R R R RN -

FoN ~ BAEER] Daptomycin 8% 8 1 K2 i e B i 4H 45 JRl
(cSS8I) HyEERE SRR AR T4 (Population: ITT)
Cler Success Rate
/N (%)
Daptomycin Comparator
4 mglkg g24h

50-70 mL/min 25/38 (66%) 30/48 (63%)
30-<50 mL/min 715 (47%) 20/35 (57%)

T < €0 75 4 BK B P R 48 M R B4 3 - I T o P B 3R B
PR kN s I TIOREE i > HILERRT SR (baseline )
/INFA 50 mLmin YR A 2 sl B AR GIRER TR RS daptomycin 4H#%
& - (HEFIBAHN AR SRS - (RFED)

Fto ~ A S5 O&EERE IR I BB E 5% 2 B ITE &
LIRS B PR EA BT 6 D% (Population: ITT)

Baseline CLcr Success Rate
/N (%)
Daptomycin Comparator
6mglkg g24h
Bacteremia Right-Sided Bacteremia Right-Sided
Infective Infective
Endocardtis Endocardtis
>80 mL/min 30/50 (60%) 7/14 (50%) 19/42 (45%) 5/11 (46%)
50-80 mL/min 12/26 (46%) 1/4 (25%) 13131 (42%) 1/2 (50%)
30-<50 mL/min 2/14 (14%) 0/1 (0%) 717 (41%) 1/1 (100%)

R B IIAE R 2B A BB TR R 26 T 2%




YA bR BRE RN &

B R A N A e 2R R SR ke Bl - R B AR AR
Efydaptomycinifil 572 1 e (R Er 2 AR BR AT IR » T AR L R 6y A I
F I (PT) A = L B P At B e R EE . INR) T 57 - (2 R[5
YIREfEM] )

el R ERY)

(EFSTA R AT RES [REIFBUR MM A VIR B AR & - B — e
SEHEBERS FTAEENLE -

FEARKETEE oA 250 B B A B0 T J5daptomycin » 2R
AR R AGE ERIAES o 10 EL RTRES A AL U AN -

REE

BHETEZ TR B E (BERENERRE) - nI34mE
SIE > AR AL RIATER - £ 35 8 25 (1 rT LART {52 F daptomycinfy i
U -

€ 27K FD |
HMG-CoA 2RI :
FMERER N 25t & (R REE45 T daptomycin Kz simvastatiniifi & &2
Asimvastatinf /R IAE HIEE » 8 H T BRSNS - (R
[Eepic EEH]Y )
HMG-CoAZE [F BRI o] sE & 5 [EHLAE S A0AL R EE 55
EOMUER R RREETR S - (EES. aureuss [FEAYES MIENC A B
ARG = BARE R B - R Lt sUBm e e B aT Y B
HMG-CoAZZ BRI 25 o > B AR iR AR R 8 7+ &
[(FEKIE] ) - REHH%THMG-CoAZR 5 IIH 7 F1daptomycin
TR BB A TR - TR & 75 f8 <7 daptomycini 75 % 8 BT HH = 11
{2 FFHMG-CoAZE [ EEHIIHI/E AV EEY) -
EEYE A bR ERTnTR 2
i {5 A L L EL PR R AR ke A R R s (Ui By - R 2R 2 RE PRAH R
Ay daptomycin fI 4R FE = (K ey 8 EoAa Bads 5L M B I SR I
Z2 B R (PT) AL = B B AR e SR I S R LL B (INR) T 1 » FE AR
daptomycin T 45 2 F& B (A R R B B PTERINR A& B T T A S
] % 4 B RG PR B 4 s 2F ok s R 2 AR B R i ke iy
TRMEPTINRFF S AR o Rifg > B{EEDEE - BREAREARE
i daptomycinE FE i B M3 A /EF -
F5 {68 F daptomycin) 698 B EHYPT/INRiG BR4S SR B E =8 - R
PREEE
1. EEPTINRIVRES + B5RAE T X daptomycin&s SE1TH ] Bh (Rl 2
FE B ()R A FH R © 5 LB PT/INRAV AR B 4S SR AT 5 L FEA
575 58 A HAt AR ERPT/INR
2. PR A EAEEPTINR RS R A T =R A -

[®&]

JoR\ g 22

$FI~ 2 FICubicin > fcHs H RTEL S8R Z SURK > A e LARFA AL
FRSEAARR < B B HH AR R RORUEE R » FEE BRI R T~ Z B A0
wgEd > REFEREGHR - EEAFIOE ARSI E6 mgkgHy
2Z4f5daptomycin ({IZESR ERHAR ) - REIRE A R EER -
S A B o I TR 5 2 R HH AR R B Y SRR AT
RA - FrA B BA AR - RESGHAT BESRZ &5
bx o FESSBL AR - BEORHHARBRIS RORZERITRS B Sk > 77
Tl Fy2-4%%215-20% -

e

g

B EAE 2RO 218 R B ZAFARE S ~ 20875 mo/kg/dayHy
daptomycin » 7275 mg/kg/day i & BEAG HS B . BRI © ELE
FIE T - KBRSV B SR aI 2 - IREN /A
B AR 6 mo/kgry2(E DA E (RIBREREREIAR) -

7 TS0 R 15K B AR E 45 + 205075 molkgldayry
daptomycin » 1275 mglkglday il T LSS B LS S AT FE
RIS - ZESURIER T » ABIZEIREVIENS /B S e -
PR B BRI 6 mOhgHARE DL b (IR
) -

I R RS T BRI ICAI 4R
R/ 20 KB AR £52 25 - 75 mghkgldayirydaptomycin
FERRSAIETS molkg/dayls - RIEGEEISEVIBHEER,/ A% 5 B
TS - DL A B AR A HEE 26 mohgRy2 L ( fich
BTG -

[m.])
i REES
T4 HRTA R < #2508 - daptomycing 73 in 2 ARG » B2 52
B R R RIRSN0.1% - H Al e ftdaptomycind A #2257 I FLAYEE 55
T 2 BEERTE R o (R LR 2032 Cubicin) B HERE - &
— O R R B

[RE]
H AT 1L FH Cubicini& 581 221755 cSSSIER F Y 2 M R A8 -
FRIECubicinZ i \EERITFEER & - FE B FHLEYE I > DL
Kt 21T5%cSSSI B B Ry Lt ~ AR eSS 1122t
FUEERL BRI TR HICSSSI R {  Cubicin (2 LA RAE]

[ReoRipRe] K ERRsERY ) -

H Al AR T N — 5k R B R E L e M AR - e A
e/ MR B RE R - INFOHT AR RO E #1456 T daptomyciniky > 3%
BRSTHILA ~ HEEHLA ~ FI/ECHHAE 2400 (E A e fE ) A 78
s (25 [EEOEESH] f1 DREREHE] ) -
Cubicin i F A B hRE Z 1R BB E - N R MR IS
HYETIE -

AT AL R IR o (A A R (B IVE ) <~ R R OR
H185% ) 152 Cubicin GIFEAY 2 P KR M © JRIH ARIEILCSSSIE
BEIR RN > 5788 B 3 Cubiciny Gy eV R e = [RIHS
e R B 3552 S A A B IR < S B SR HE T Cubicin B -

[EEAFER]

TES3ANL B I R 55 = MR M R 18 R B AE 4k R 1 B AR,
By Hoop27% R655% DL 3 AF112% B 755 DL 3 A - 112017 5k
NI BRYEE = HAKRS. aureuss [FREAY B MIENCIFEE 32 IR RS\ ER
25.0% F5655% DA_EE AFI16% R 755 A BN - FEiSEehE pRakEs
TE2655% 97 FRAYREHR EL < 655% A% B AR TR - Hh4h > 4F
12 {ElcSSSIERIREEE - BEIAFEA R EE LR > 2655517
I FR AN 85 AR LR < B5RATIR RS -

£ N (8 EE 2 54 % i F daptomycingy 4= B 2 5 B R B 2 5
B RSN BEE AT SRR R = 30 mUminfy=24E AR & Jaism| g -
(2R [HEHE] & [EEREEH] )

[(BofEreEE]

Daptomyein = ZL4E B B HFRR - HUILBRETE FR4<30 mLminfyR A
BF (B EE BRI IENT ST n G SN RE R Z 17 (CAPD) )
{5 FH CublcinfE S B 1 SEHIE © $THYE TIRER YRS - EE
PRER AN —REEHIE DIRERCPK - (2 R/ [FEMHE] ~
(EE o R EH] f (HeREER ] )

e AR E DIRE A 42 2 b B 7852 7 FH Y Cubicin Il & -

(e REEEE]
B~ 228 - AFE
AT T RIAREN P B S B A S5 CubicinAY B0 FTRETE - (EAE
ERFH R - EiEAmes AR - — (B FLE )AL N 2E 2
o3t~ —{E e E AR AR R R - —(ERE Ny
et ~ — (AR NONATEJF 3 HratBail —(E - Bl & R EfE A A
AR IIMTERER - HLH REA BB R N TR AT REME -




& B Tdaptomycin25 ~ 755k 150 mg/kg/day - [AUCEEFHTIZAY A
MR &R N ISR E0 mokgry4fs (RIZRERERIE) -
RS RE N BRI B B AR FE BT -

BV AR

EREGENY)

FEENY)sABRT > daptomycin 1% > SR EAEREALTHIATEE -
HELLHRIEEALZATER - S RsALR B R B R
2 TR/ AR EN SRR EE S - EEE THE
R - AR EREHY R =R (150 mg/kg/day£2100 mglkg/day ) #3
R BRI - Ja R ] e — {1 F S 7 e
EESAR SRR AN > B RIS E AR - FraRLA
HIs e EAERMERZR AN EE > AIEIREERI0OR N SE R KIE -
TERAERTENY) - ERIE =N G E L S ERAR IR R > GE%
FPEB RS (FHREA R BRI H HEREHIBRE
BN AR ) - R HIRRE 5 BBt > DL40
mgrkg/day (9fE4a T2 AHG6 mglkg 24/Nkf 2 Cmax ) RsBRAGT B " #E A
B e > STV R VEREG - fEREE BN > — SR RERA
= o BEEHEE RS mgkg - HUERT—EH1% - TBHVA{E(E
FEIBAZSAR] > HRREARSE 2 WAE - 55— JaryatEs - 1T
75 1100 mglkg/day — 2 5] - FEEEEILN(E A - BATRNIHARN
2 [HEE K ThREAIA ISR EE -

FEAR B R o s BR TS - daptomycin 3 S5 B A B - (EL(E B
R BRI R - 30 I AIERE MENEY G T A MmAEE
B o

IR UL

B RAEEEHE  TET RIS RaAEE T - HZdaptomycingZ 2
HY B AEER B AR RS 40 - B RCR » BB T28K
daptomycinf~ > FERIRATEEY I Hh R R BT 4h KIS R ek s 2
BIFER 38 B B BHEL - (A HAIE T mglkg - BEEHET14K - 2
RERRE LR E A -

AT KBS RIET45 H B850 mghkg » #4EH28K » Bf—LEE4 KAy
FAHE S R IB AR AR CRA LM E A - (B SR B TR VER R R
T HEIE150 mglkg > 8K - RHETLRE LR EEE
BB B B S EE AR AR EIEAE T > W pHRE R R E B s F LA ) -
TE28RATIRAGHAM > B TN RS AL R R ke » (E7E
P2 5 H EIE150 molkgiysa > {122 2| Aa S a8 K B REIY
Bk -

TEHAE28 KA H % T-daptomycinfI 4 K » A SRS IR 22 1 & Cmax 417
meg/mLg AR AR AR AR P2 > M CrmadBTIS T AH RIS 2E 77 VK
RAK3(Z(1308 meg/mL) -

HrEEY)

FHEA R RAIR » B AR HY f(4~31 K 0K) ¥ daptomycin 5 [FEHY fiEE
B ECE RS A BIFHE BB - R EE8RET
daptomycinfy i 2= Jaas - HEHAL 2 SRR B0 R AR AT AR R
N Crmax B FE (R4 R Cmax3 45 » 3 R Cmax 2% » $& 1458 H 75 .25 mg/kg>
1£ Cimax Sz AUCint 53 1l 5147 meg/mL k2717 meg « hmLA% (& B4s T haliaE
N HE6 mglkg/day(191.66% K2 11%) » B 22 SR B feh B nUBR R R U — 15
ALAITRE - (HI AR EERSEAVEM L o EUBISIT T 1R 4EEER 28K
EIE R

%TQ%@EE@E%”%SO mg/kgﬂ]75 mg/kg ’ ECmax&AUCmf%}?”z%
>321 meg/mL 5z>1470 meg « himLIs » 2R B % - RORALA
1BEE - RIAE RS - REMIRS E MRS BRI TR
H A& A 5250 mg/kgrystBa s FE o Ik -
BRI S ITBUREEMEIET » B - PR
B ~ B A B oAt 40 48 By AR5 (-] daptomycinAH BHHY AL
1%&T-daptomycin 10 mg/kg/day i FEEZLE A RIEA B 8 R
B3 7E 2 74 & (no-observable adverse effect level, NOAEL) 10 mg/kg/day -
H:Crax 2 AUCine43 1] 5562 meg/mL 2247 meg « himLES (5% 545 T R
A H#86 mg/kg/day[170.66% 5 0.4£%) -

[(FRKE]
THIA R ECAAEHALE 2 TerAaiEa « (27 [EER0E
BEH] & [#EYaFA] )

- EH MR EBRIE

- WA A SIL S E

- TP AR

- A

- IR (PT) A S S RS BT IS L INR
“

HEERFERH T TIE A - SRR RS RR R R B AE
EEfl - FREE FEEHANEEYIHT R B EAELES - H AT sE AN E
HIREEARR -

DN
Daptomycinb PRt ER H » 25751864117 Bt A5 A LLdaptomycin)& % -
1416 A5 N\ DA HEEE OB HE -

Jold, N Rl P i R o 4 4 IR B PR B
1E5E = HARICSSSIERER - 15/534 (2.8% ) {5 A daptomycinfyk AJi A

P B S E A TEE  1T 5 2 SR S an i A A 1171558 (3.0% )
TETAR

BH22cSSSIp A . (45 Tdaptomycin 4 mglkg) i #AENA R
JELLB > S BE S &5 > TR/ -

F/\ - EEE=HA cSSSI s > B ALL daptomycin JEEEAN B
JESEA2R22% > H oK BHIRSE AR -

RRRESHS Daptomycin (N=534) Comparator’ (N=558)
B ERE

HEH 5.2% 4.3%
FHES IR

TE 5.4% 5.4%

THE 2.2% 2.0%
R LR TAHER R

FIRZY 4.3% 3.8%
TEREE

HFIHRE R H 3.0% 1.6%

CPK_EFf 2.8% 1.8%

PRI R 2.4% 0.5%
DIE R

Jsliin=:S 2.4% 1.4%
TP A SR

IR R 2.1% 1.6%

* BHIARLH A4S vancomycin (- U/ N\IEEFAIRESS 19 ) I anti-staphylococcal penicilling
(40 nafcillin, oxacillin, cloxacillin, flucloxacillin; 4-12 g/ K » Eil1 H 220 E5)

AN > TR AT BB 4352 daptomycin) &% cSSSIHY ZE 4 FH B R BLRZ E
(RTRESAEFHERE ) SR <1%ME :

B REES  ES  (BEE - HIAL - AEEL -

MR 2247 AMERBEAN ~ /IS D ~ MBS ~ BE AT

[MmEki&2% - INR{EIE T -

INIEZEE T FOEMERE -

KE 2 R

JHEZET  BERR ~ TIHER ~ B0E ~ B ARG < & -
(L & 247 (RSRIMAE ~ U5 EEhRIREE I I ~ B R Py -
EFEEHLZAT B - BIEREE ~ HLAMEST - R -

PR RLT - B~ WETIRAS RS - R -

PR - RS - HRIETY -

S. aureus 5B BEIMAE LIRS 38 il A 978 ARG PREAES -

TEIKS. aureuss | BN IE/Ca IR 36 AU B A BE PR sl o
20/120 (16.7% ) {55 Fdaptomycinf 9 AR BECE Rl AR - TfE
FEHIEEE AR A 21116 (18.1% ) TENEHE -




{5 F daptomycin) &8 £ 5 7 10/120 (8.3%) A 8% 28 (19 = il G P 1 B
A CEFEMREEY)  TETRAE K015 (0%) - DAEIREEY AR
B B E VAR IR AR (3 FH4 K 09gentamicin - FT A
AR e SRR ~ (BRI BRI B R o SR PR R
BT AE AR R0V EE T R P ME B R PTG R FERE i R TR MR
fi 3% ~ Ha BB BE S IR 3 - BEHEZE - 1888 MEAYCrohn'sBafg -
1E 3 AV AR [FEAYRUIAS - 18 MY PR 28 HUms -

BIZZAS. aureuss [REATES MIYEL LN BE S (45 T-daptomycin 6 mglkg )
AR IR B i A AR R IELLS > IREBE L5257 - FIlIAER
jl o

TS~ AERS. aureuss [HEAYE MEN O AR SR BB R SR > AL
daptomyciny& st HA RS2 SR A= 52 5% HAEIR » HE AR

TEZESLITIEAR ©
X BB Daptomycin 6 mglkg Comparator®
(N=120), n (%) (N=116), n (%)

iy NOS 6 (5%) 3(3%)

T 6 (5%) 0(0%)
B ERE

f&5E NOS 7 (6%) 4 (3%)
— RS BUE R AR

Fao 8(7%) 7(6%)

JKiE NOS 8(7%) 5 (%)
I, R B PR A SR

A e 10 (8%) 2 (2%)
FZRE BT T EHAR SR

R 7(6%) 6 (5%)

DAl 6 (5%) 0(0%)
AE TR

ZHR 11 (9%) 8(7%)
Tebs

MU AT i Bk B i 0 o 8 (7%) 1(1%)
LIMESRE

EIE NOS 7(6%) 3 (3%)

*NOS; fEHLM 447 > not otherwise specified.

T IR BLEE ¢ vancomycin (& Z/NEFERAREES1 g ) B¢ anti-staphylococcal semi-
synthetic penicillin (%1 nafcillin, oxacillin, cloxacillin, flucloxacillin; 2g IV q4h ) - &—4HHI5H
Sl (5 B &Y gentamicin

HAFIARS A L{H AT fEESdaptomycinF BERIEIEFHLI T
LRI 257 2 7 VE AL IMBR A 2% ~ PRES S ~ 1) MESHE 2 -

I/ N D
LA EFREE O EAEERED O EEE) LBk I

Hp#r  HiIS

HREFZ 5 - IR

BEEZE U8z ~ FREEAE IR ~ el - CIREREEREE
B SERER ~ PR ESERE R - MEIME - CHESERE R
e~ PRI SER B A

fRfE SR MR ~ gl RREEES - 7T ~ INR(E_ETT ~ FFThRE
IRERERE  ALT BT} ~ AST BT} ~ BEflgFEsRE (PT) &
A EFER T+ BARRH(ENOS

FHEH R A - WA

PHEZ TR - EBNEE - R RE

R )R

Bl R 2502 EALK ~ BIIREAR R

KGR PR 1R~ B

HER AR

FE— TR AT R AVERPRENER T 52 F daptomyciny &I A 82
HIBLTR RO LA B SIS A4 R IR - BB RE
DRl = daptomycinif it MERT SOGHRESCRATE R - (257 [HEE
HEY D)

IDUNLING o U=Boe

(BT R R R AL AT (0SS S =HIBR T -
15/534(2 8%)1ydaptomyciniésfE (4mghg ) e A - SERILHALE:
R 7B VBT BLRTE » TGRS 8 HI10558(1.8%)
FE 32 - 1534117 48/ daptomyCins ST A St + 102075
LRSI » R & BRI ILIBAERBS AT > AIER
(L EBRIOf - ELERAE R I AR IR IR FL A iR
BSER AT ORNIRETE Y (257 (S R0EETE] ) - %
T T R ESIR (0SSS1) 958 = IR P LR
B 852 L -

et~ 15 = HAcSSSIFGE R 5\EE - i A7 A LLdaptomycinsi; ¥} He &2 4H
BB RERERERE T = 88 4R 3R 2 Ll

All adult patients Adult patients with normal
CPK at baseline
Daptomycin | Comparator* | Daptomycin | Comparator*
(N=430) (N=459) (N=374) (N=392)
% n| % n| % n|% n
No Increase 90.7 390 | 911 418 | 912 341 | 911 357
Maximum Value >Ix ULNT 93 40 8.9 41 | 88 33 | 89 35
>2x ULN 49 2 48 22 | 37 14 | 31 12
>4x ULN 14 6 1.5 7114 4 110 4
>5x ULN 14 6 04 2 |11 4100 0
>10x ULN 0.5 2 0.2 1102 0.0 0

. 1
R * CPKAYIZ = fE L daptomycin B3 IRAH AR 204 A REIR S IR A
* HIE4HEHE © vancomycin (- U/ NIFEFIRIESS1 g ) X anti-staphylococcal semi-
synthetic penicillin (%1 nafcillin, oxacillin, cloxacillin, flucloxacillin; 4-12 g/°K - 43 JC+ 4+ )
TULN (IEHELER) E2/200 UL -

IR S. aureus|g %Y B IME 0o A IR 3R AU B 22 5 » {3 F daptomycin 6
mg/kg YRR AP R 117120 (9.2%) 1375 T RS B BATE (£ =5 72500 UIL »
AR FE 21 17 L Tl P i 7> — il 4R EF g 245500 U/L > 1 $5F B
4HAIAE1/116(0.9%)VE5 £ - B MIRES - BHIRRTEE
B FH HMG-CoAZE [ BRI 75 307 R Ryl AL e o R T S {22
HIMIE G -

[REREZERAR]
GUEERB T T M A R R R P A AR A IR (cSSSI)
Cubicin.z 27414 {5 FH—cSSSIER R BT - a4 slBman A T 25641
B2 EFAE ST Cubicins &Ry 5l 3 8 5 (121755 ) B33 87 1R
BES AR B -
TER AR EEIAN CaEP i RsR) - EEFgHESZ—
ZCubicin - REIFEREFEZITHIEAT © 12/N325% £510 mglkg -
22655% 59 malkg ~ 7R 1155 57 mglkg ~ 12217555 5 molkg (:E£ R
[EEPREAER]) -REREE (12175%) ) - B2 CubiciniaiF ~ HE B
F o ELE FIE(51%)FILCE(49%) ~ =R A (46 %) ELarii A (32 %)
HEZZEHT T RRE
TECSSSIFHZE R » CubicinzH757/256 (2.7%) i B Z R A B K FE M {5 4E »

BIIREELAHAIATI33 (5.3%) L A R EE -
R AHIT RIJE

RIBS R Z U0 cSSSIS R F i i VA B EEERIN R
F—
e FECSSSI 5 B st P Cubiciny A RF4H 2% L Fi B g R

H#ERSNHBEELERENT BRIE

RREE Cubicin (n=256) $iEEE (n=133)
AB (%) AB (%)

BBERE
HEE 18 (7.0) 7(5.3)
MgH- 727) 1(0.8)
HER 5(2.0)
MREETHEEE
R 8(3.1) 2(1.5)
— R FEEHBALRR
HEL 10 (3.9) 4(3.0)
REBRERY
(R BE R EE B 14 (5.5) 7(5.3)
TR AGRT
TE 7(27) 3(2.3)

* ¥+ B3 4H A1 & vancomycin, clindamycin, =X anti-staphylococcal semi-synthetic penicillin (41
nafcillin, oxacillin, cloxacillin)




cSSSI 5 B & il R ER 2 22 2 M ELeSSSIR A\ B EFALDL -

[ ErtefE A ER]
%1 FsCubicin &~ N BRI - FHIF IEREATE RS 51540 -
A B BRI A BRI R 0 SRR o
MR AL 2472275 - Al

— AR LTGRO+ S5

FREREE BEERE - SRR E > B RS M KAE
BI5GB R ALME K 2 BEAR (DRESS) » #55% ~ SR02 - Wk
RO ~ 7RO - B e R S S AT BT EIIE AT A IIBRE -
[ R 24 75 (2B - Clostridium difficile #8362~ 875
HIAE 5 24221 AVALER (BN ~ RS AL e (T Le R 25 Folos
H84 (1 F daptomycinEZHMG-CoA reductase {1 7) -

IPIE ~ HafE ~ frlaf 2 - i~ BEERAT M T ER A 3% ~ 4HAR AL
iifi 3% (organizing pneumonia) (5, [ 555 Fod B =27H ) S FAL M A PR
Fifi3%)

i Y A e ST
SLIE RS AR A B R R I B [ FE - & stevens-johnson
syndrome ~ 5 K BUoARD MBI 2 FARIKS R BB Z B 1
HERfIAE (acute generalized exanthematous pustulosis)

ETREF T R ~ T -

EADLR 24027« 2B - BURe N 2 fE =g
FFHRAIE 2 - T b

[BE]
WIRSFLFMEEBE - ERG T SFRADGER B/ NERAVIEE -
daptomycin Bl FHITURGEMT (4/NRFEIIEER15% ) - KAEREENT (£
A8/ NFFRISEREI11% ) IESBRERIGHERR - 1E4/NRFHYIURETIETE
o S P v AR B T REE EL (RO B AT R B ] LIS ) R BR AT EE

=

[FRERE]
PREHES AT A
SR BRI
B
1E Fo RN BB &t T F4BC 1% > Cubicin (% /550 mg/ml ) B - FT3#EST
257 SERFARO T S 23077 S ARG L -

HERE IE1Tp) -
FRRBRAEE £ RFAEBE ST Cubicin®y - RGET2 &0
Bf -

s TENTRRSAERS ¢ 305 S RFIRE T~ Cubicin -

- EORLLE B ¢ A 605 AR L] T~ Cubicin -

cSSSIFk A BB > &
N FEE Ry 24/ N 45 T4 mglkg - IEETERET-14K 5 daptomycin A
0.9% G L FNERIR T BT RO RS BFIRAG 2E

cSSSIF B (1F175%) Mk :
MREE B 2 g > WIEFR1 = 2 EE A AR 245 T Cubicin -
24/ NS T — 2 A5 Cubicinfig0.9% S LAk L5 » e B R 14K -

b G T eSSSIH E R (121758 Z Cubicinfl &

TERE | R CRSEE
2ET | oA NS H 05 B - Al b mgkg

TENR | EohNSH 305 B - Pl By mgkg N
P 24| B T607) B + R 79 mglkg R FFIaR
TN 25 | od NGB £607) 8 - P 5510 mkg

BIHREIEH 2 B E (1175 IWESRAAM R - MAREILBRE =B il E!
HHIBE L -

Staphylococcus aureus5 [E 2 MR RZ: (HIMIE) FRARE &

T e R methicillin)g 32 1 5 HLEE M B RG24 (IR 1 L P R
X

i

Daptomycin— 4 T al A B EHI 8 RyfF24/ N 45 -6 mglkg - H4EE
FR2-67H 1 LL0.9%EA L SR AI L SRS R & AFARAS 4% - Daptomycinf
FE 28R 2 = M RRATR © 1555 —HERREtR T » HA 1441
A EREE28K -

RN

HILEEET S IR R AN B A 30mUmin i B A BB 3 R SR B S s & o
BRI AR ANEEET /A R %<0 mL/mink » G5 A B2 R ET
ERFHENTRERE AT (CAPD) - ST S48/ NG T 4 mglkg (F7
& Rz AR AR FE R NS > cSSSI) Biig48/ NI ER6 mg/kg (S.
aureuss {27 MR RVAL(EEIMIE) ) - W52+ =F7%1 - DaptomycinfEfE
FREN MR BRI T °

Tt =~ HIIREA ERARY daptomycin FE &

N RS LS B R
cSSS| S. aureus 5 [#E 7 TR LY

> 30 mL/min 524/ ]NIF—24 mglkg 5524/ |\1E—26 mglkg

< 30 mL/min, £ [ 5% 755 | 5748/ )\NEF —24 mglkg* F548/)\EF—26 mglkg*

7 R B RS AT
* DaptomycinfE v BEA MUK AR TE T
FiRLEE -
I AR LB DIRE 2 8 SRR 1 FAY Cubicin B & J7 25

[ DaptomycingyifE%]

Cubicin/Z B —FI &/ Vil » S500mgHRE 2 HEZRR A -
Cubicin 500 mg/ LR LA T F I B 15 1 U7 ZUAC 24 54 50mg/mL :

(5 MCREERRF B 1% - SRR RIS B EGE R A5 - DU/
HFRIEHL )

1. &7 BACUbICNEE . NIG Z P E - BEHIIR R ZE LB L

2. RIS A A A IR UG A RV TRED - AP H RN -
EERI% > SE) NG ZE B A T o A B

3. R8I 10mL 2 0.9% AL $y % 5  E 45 K7 Z& 9403 A Cubicin
500mg & - MR ST B ERE R o HEEREE 21T 8
HEZ R E SR e S tae i -

4. ESESHHEHEL - i E 52 22 R CubicinZE)i 2R -

5. FFENRIRZNEYIN05EE -

6. BA TR IR S SN AR 8 R SR
BN

25y SR E B

o {ERRRA N BEN 2o ARV ST © T HEilR
Cubicin ( JEFE £50 mg/ml) -
3043 AR
® N EEREZI0 T REARARIV)EG I ¢ FER AR - K
FRL&Cubicin (R £550 mg/iml) #EE— ke 2 5750.9%
SRR HTR 2 S0 T EFRI R LS -
RERE (1Z2175)
30E160 57 S5 A+
® AFERHEAEE  REEBEHFTCubicinks » RSHET
23 (F52R [FEAEY ) -
®  RIZ6pE LB BT 605 S FEARE LT ¢ FEF AR
Feii » KraRBC % Cubicin (2% £550 mgiml) #E— iR
EH0.9%FA LI T H K 2 25Z T AFHR IR LS - 16047
S BT AR R S - TEAEFF N0 42T 0 8 -
® BT HRATHE 5L BB T 305 SATAREF 0%  FEA R
Feifty - KraREL & Cubicin (R £550 mgiml) #E— iR
EH0.9%FA LI T H K 2 S0Z FHAFHR IR LS - 13047
S HART R R > FEMERIM BT=ZTH 8% -
W SR T RIFE DL B R R S AL -
R SAR E TSN 75 DR RE i S A A L 55
W o LEMRBE ARG - /NISTRIEE R IRF12/N
% » 7£2-8°C (36 to 46°F) o] 7748/ \NF ©



B RREERATERLE T  ZOR A PRAFIZING - SRAE AT T o] fRAF
A8/ NEF - MR E1R Z I (/R H R A LY
PR ) Z0RIFA AR 12/NES § &l A Al A48/ NS -

W Cubicin/g BE— &/ [MEAE

[(HEENFRIREEER]
CubicinE110.9% &./E $y73 59 7% F1 FLEE A% )1 51 (lactated Ringer's
injection ) EJFHZ °

(AR S A R]
Cubicin#E & & & MR R A -
Cubicin“f [ EReadyME DG B iy 15 i AH 2 25 A - F Cubicin)Z 1§
FEIR07 ReadyMED®S: iRy 1 B 2 22 e ek o S8 B A 4 (2-
mercaptobenzothiazole) & 1t % & i £ 475758 22 Cubicins g H -
Rk LA A RIVEIETE > CubicinEl H A AEHRF 51 720K B A M
G P MEEY) B - R R AE daptomycin B —{s8 FHAY /N HR Bl
LT SLUHEIAERNCE S TS o (RA0EE AR E AR E &
EHETH R ERVEEY) > B RE T LS Cubicingi{% > FELAT]AE
RO GA RO -

[EEPREER]

B AR M B2 R AH R -

WAL4P) R85 1 S 1 7 8 R R 5 A4 48 SRR Y 1 A 78 B Y — (B A% -
ZEF ~ L~ BEHEE > thfzCubicin (B =1/ NEFEFARE
%4 mglkg) Flvancomycin (GE12/8N8% » 1 g&F IR T &) 802 & B HY
penicillin ( Znafcillin, oxacillin, cloxacillin, or flucloxacillin, &rH4-12 g &%
AloEST) BIRER (R - WELEZR DB U RITFHIR SR A
1% > WEERIEIRGGE » AP0 ARG - A BEYIHIEA
B IME R HERR - FRIZE SRS B0 BV ALEE RS PR3 7130-70
mL/minutellss 75 42252 (K & #Y Cubicin 5 {H K 26 Boa 10 B R 357
CubicinZ#| & HY %L -

T AP0~ SR AT F2 0 R e B S A B2 R TTIREE )

Adult Patients
Primary (Cubicin/4f B2 4H")
Diagnosis Study 9801 Study 9901 Pooled
N=264/N=266 N=270/N=292 N=534/N=558

Wound Infection | 99(38%)/116(44%) 102(38%)/108(37%) 201(38%)/224(40%)
Major Abscess 55(21%)/43(16%) 59(22%)/65(22%) 114(21%)/108(19%)

Ulcer infection 71(27%)/75(28%) 53(20%)/68(23%) 124(23%)/143(26%)
Other infectiont | 39(15%)/32(12%) 56(21%)/51(18%) 95(18%)/83(15%)

* ¥HE4H ¢ Vancomycin (BE12/NEF 0 1 gEFRIEST ) BEEA Ekpenicilling ( 4lnafeillin,
oxacillin, cloxacillin, or flucloxacillin; FH4-12 g ##HRE5T)
t FERIR P IERZ A HE GRS B A AR K~ RE S MG T R

sREE— (9801) TFEEAFEE R FIEENTT > 55— (9901) HITEER
DISNEA BT - 8 —EE S EE > ERERERE - &
TEMEPR S sE AU I © 8 (s BR A 53410 Al A7 iE 2
7 Cubicin;&¥7F 15581 A\ I (8 12 B IR EE A o KL BUIREA
(89.7% ) BEZEFHRAL TIVEEY) -
1B Z(EERn R LR R A ERE (ITT) FIEREIR T T ARt
(CE) BB PR AT - FEsER9801 HYITT R RS - I £ Ll daptomycin &
JEINEEPRER TR 5:62.5% (165/264) » DI IREE G5 2 BRR TR
F£60.9% (162/266) - HCEMERE » 1597 & Dldaptomycin JE&RZEHTERIR
R I#RIET6.0% (158/208) - DIBHASE G 2 BEIR R IR IZT6.7%
(158/206) - FEzAERIQOIIITTIEEE - 75 /8 Lidaptomycin JEEEHYER
PRAENZRE:80.4% (2171270 ) - DUEHHASE A7 7 iR PR TH R /280.5%
(235292 ) -~ HCEMEEHAEIRE Lidaptomycin SERINER IR IR 2
89.9% (214/238) » LISBIIEBE Gt > BEPR R ThR12:90.4% ( 226/250 ) -
E{EEURE A Y T PR B AR RS AR+ -

Tt T -~ EURE EERATERPREENR - R e K7 R 4 AR IEY
Feakbn (MEPTTRHER AR )

Success Rate
Pathogen niN (%)

Cubicin | A

Methicillin-susceptible

0,
Staphylococcus aureus (MSSA)t 1701198 (86%)

180/207 (87%)

Methicillin-resistant

0,
Staphylococcus aureus (MRSA) 25136 (69%)

21128 (75%)
(

Streptococcus pyogenes 79/84 (94%) 80/88 (91%)

Streptococcus agalactiae 23/27 (85%) 22129 (76%)

Streptococcus dysgalactiae subsp.

S 8/8 (100%) 9/11 (82%)
equisimilis

Enterococcus faecalis o N
(vancomycin-susceptible only) 27137 (73%) 40153 (76%)

* $HA4H © Vancomycin (£E12/NEF - 1 gERHREST ) BE&pk I penicilling ( 4nafcillin,
oxacillin, cloxacillin, or flucloxacillin; % H4-12 g FFHREH )
T iR R TR E AR

RERE (IZ175R) EHEME AR SR,
Gl EECSSSIERER Fy—HiNE ~ ZHrfuls - BEM% - JELLIc MR - DFT4R
SN AL FEANZENTRY > FHE R RS B 5 [ #ECSSSIHY L E A
W BRI IR B B ME - B BER ~ LIRS R 3 AR HERS -
BERAFEFRERTIRE  SHKRFREREAEE
Cubicin » F 214K o BFH G B EFRHAT ¢
12T/ VAE (EE ANEE=113) B252AY Cubicin & Fy5 mglkg »
TEWFERE (B3 AE=113) HE2HYCubicin| = £57 mglkg
26 L (B AY=125) FEZCubicing] & 59 mglkg
12/ N 25088 5 (B3 A\ 85=45 ) #3521 CubicinZi| = F510 mglkg -
FBERYE 21 2 BRI BEA% 73 BT £ $% Cubicin » BT & A8 248 JA I
(standard of care; SOC)HY ¥} HE % & » 12 26 5 A1 & vancomycin
clindamycinE i & & EK B > S pk % e pa ke (nafcillin ~ oxacillin
slicloxacillin) FYFEAT G © WEEPRIEARDCEE R T B AR &5 (I
RIRFIZEF SR NRIE) -
PEIERSE 2 5 H 09 B S Cubiciniy 2221 » BRI SR E
45 (end of treatment, EOT » ZEEIHE T B i — UK E 123 K) DL
1% 22— E [ (test of cure; TOC - EEIE P it —XHIE%
TAARVERZEH S SRR ETHIE - TR S Feny
39617 7 A 3891y H257 Cubicin=i 5 IR EE i - WA A B BB ARE
(ITT) - o257 fi 2B st it 22 Cubicin&H » 1327 R & BEt% 5 it &
HIRZELAH - K& %2 B ZE I IRIEHE « B H /il
EAREFIR » IR H B4R - T T i —IOaREIE
CEFFORR) 1%7-14K (TOCE R ) BHHIE HICubicinEE R T
F588% (227/257) » $FHE 4 5 £586% (114/132) -

[F A ZS. aureus BEIMIE,/LRER ]

TE—TERE IR ~ AHIEA - 28 -~ 2Pl -~ B
& HACubicin¥t &2 1A A BKE (S. aureus ) B IMIER A BB /GHEN
PERY « TEBEIAZEH - SZal G R AT B S — I 5C 85 TR K
A ggiE 2D HIR—ReHBHEIREEGME CRamsdR)
HIRRAER A » PRk B % 53 %52 Cubicin (6 mglkg IV q24h) B
REAEFEE (DA AR 2 F- G RERETEMER] 29IV gdh [nafcillin -
oxacillin ~ cloxacillin=iflucloxacillin] = vancomycin 1 g IV q12h » &4HES
FAEHT4KR 55 LLgentamicin 1 mg/kg 8/ NFIVIEF T—2K < 1E ¥ HR4HAY
WA - H93%eEEZ4AK (Fir#) gentamiciny&fE - TfiCubicinH
AIRA—BWA (<1%) - F5 AT IR ~ mENEEF MK
Vig » ARG EMRBEZE BRI EEMRARNERE DI AR
EE A B ER A E R - BRI -
ANEEET AR 2R <30 mL/53 BT SRR A > B 1SS BLE5E -

I3 N AP SREE » e e R Uf L SeAtE 4 (Duke criteria ) (T ATHE |

THEE | ~ TR DINEER) A LNRER A REM: YR -
PETE S SR ATHFT Z 1B R A 958 A NVERESZ LB B i 2
HFEEEE OB SR (transesophageal echocardiogram » TEE) -
SRR e 15 RARE & = (O AT R PR B Ik Y oxacillin RN 14 - 1
o aREN R ER R RIEHE N BNEEIRZEE » R
feMlz2 (Test of Cure visit » Bllii&—HKIZEY1£ 55648 ) I - AR
—(EEAFEN T HEZES | (Adjudication Committee ) -
FHEE P HE VEEIR E B4R & T BRI (BRR _EEafAY
2 EAVRRD o MR BB R -



WA 24644 015 22/ 1855 1 6 B (0 AT & BR B B ISR AL ( Cubicin
GH124 N~ HIREH122 0 ) - RSB BB AT48{E o0 B2 52 it
G380 - FEITTEEES » H120449% A\ H252 Cubicin ~ 1154455 A Bz ¥
HegE (H62 NP2 P a3 E 2 F AR JEFarR L] - 53 A3
Zvancomycin ) - MAELATIE BB E < F & R JEPa M ELE &R
AT HIANIEE e = O E PR B BURME TR R R 45 R
ZHT > B vancomycin JEBEISR o ITTEREEV235545% AR
ST B 5355 ( HiE - 2151915% ) » E o CubicingH A 30/120( 25% )
A5 2657% - ¥HHEAHA37/115 (32% ) HYAEHEL265)% - i HL1F 1235
HITTEEHHR AT RALARAEIEAE 14N (60%) RS ~ 156 A

(66%) Ry A > LbAb - EITTHREERAE1T6 A (75%) 2B
2% % K7 FESEERE (systemic inflammatory response syndrome > SIRS ) »
AGAEB5 N (36% ) 1F < v 1 ) %) PR B B (MUERAAG RS0 R AN B8 T4
FHEBIZIKA (38%) HIFEMRSAS [REAVHIMIE - #EAMITHFHIZ
B AR B AU A » 3744 (16% ) fEE |~ 14444(61%)

FHIRE | B5444 (23%) TR o DABERIIR A » 1RHE AT
2R THEE | LINERSTAE At - 28R (100% ) EREE
R R AN RE R o T AFSEIE2 B T OTRE | LR 3R 1144
ZRAT LR A (10%) # " HIEZE S | 28 AR LN
FE3% o REAARIFRZER T A8 ) LNBERAY5420HE A » IR
BIN (2%) ¥ THEZES | 28 ARG OAEEX -

TTiREE A 182800 AW T HIEZR B | 28 BB E - HrhAS3
FIRNTEMGCET R R DR R R 35 AR A L IR
Ko FHIBARERAMLOARRER - SN 12 AR ET A
SEEREREREE - DURO IR &5 A& PR
IE °

TN EME 2 ER A - 20 WERFENHFE > igsse
th B E | BE mE A ERE > B SR R E (BRI
2v) o T EE A BRI B v s Ry TN DA
3% o IR EEIME ~ B3 fy (BB H MU REE 1o e a5
CEEERE > HEERMEIE - A TYRER, - i EwA
TR R S BN T N2 DR - BRIRE BT
FERARIEZME O ARER (RIE) ZEF R  #ii R reig
BREEURy THEE | 8K T OTRE ) AL BER > T EAE ORI E Mie s
B - RHIRS RS > H 8 (mitralvalve ) B E BhARIE
(aorticvalve ) TRAZEFZEE - EHEIEARILABEREA » B
FlF RIS EEY) - MURESE EMRSAIG 4 ~ MEHERETF22.5
mg/dLECA BRI NEAEE IR AR A - REUE A AR A gE) -
MRS EMSSARG I ~ M ERLERET<2.5 mgldL » DL Kz SeHilis & M Ek
FREIVHEA > AR A IR A LR -

ARIRGEHVGE & TEREIEAE - RITTIE£EAPP (Per Protocol ) JAR¥
EEER L (RIE% g% FE6E) I B T HERES
HIERIRRELER « ITTHERE R T HIEZ B ) HIER BRI Ry
CubicinB% A E44.2% (53/120) ~ HHEE4ER A 41.7% (48/115)
(Z=F=24%[95%(SFEERT By -10.2,15.1]) - PPREEEMIER IR A
Cubicin4H% A Es54.4% (43/79) ~ BHHELHRE A E53.3% (32/60) (%
F2=1.1% [B%EHEEH fy -156,17.8]) -

o THIEREE ) FIENRRIIRME NS -

TN JaREte - RPEZ B EHES. aureus BEIIE /L RIBE
RZNIERELER(ITTIEES)

o o
iRt e Cubicin-2£{Fi4E
| FE ()
£ ] 53/120 48/115 2.4%
(44%) (42%) (-10.2, 15.1)t
BRI i

10

MSSA 33/74 34170 -4.0%
(45%) (49%) (-22.6, 14.6)¢
MRSA 20/45 14/44 12.6%
(44%) (32%) (-10.2, 35.5)¢
i A SEREF 2T
e B R S B B OO N 41/90 37/91 4.9%
FE 3 (46%) (41%) (-11.6, 21.4)¢
R L PR 35 12130 11124 -5.8%
(40%) (46%) (-36.2, 24.5)
RN
IR I B T 18/32 16/29 1.1%
(56%) (55%) (-31.7,33.9)1
M B I 26/60 23/61 5.6%
(43%) (38%) (-17.3,28.6)1
A IERAE LA B3R 8/19 7116 -1.6%
(42%) (44%) (-44.9,41.6)1
JEre A (R M 3/6 1/4 25.0%
DB (50%) (25%) (-51.6, 100.0)1
B A TR M 5/13 6/12 -11.5%
B (39%) (50%) (-62.4, 39.4)1
FERIERAE LA B3R 1/9 2/9 -11.1%
(11%) (22%) (-55.9, 33.6)1

* $HHE4H ¢ vancomycin (1g » FRARTST » B2/ NRF—R) BT A A ERE 2 F S A R
(@0 : nafcillin ~ oxacillin ~ cloxacillin ~ flucloxacillin; 2g » FFHRIEET - B4/INF—R) » BEFH
WIHG(EF & 2 gentamicin o

T 95% /S HHIE ]

397 5%(S G R (KX 2 E 1R

§ ficiE R AR

11 99% (= FEE R (48 2% H M%)

BZERAR > CubicinH /181120495 ASET » #HRAHAIA19/116845%
AFEL > EIHECubicingH 312844, IR 3% g A B HRAH 8126440
PIRE 99 A » DA Cubicin&H f915/92-44 B s A\ B ¥ B 4H Y 11/90
FEMER A © FEAFFEM SRS S5 O aRE AR A
ot » Cubicin#HA8/1944 \SET » BWHREHAIATM 0 ASET -
BB S - ES=OH R E EIUEATSFRIFRE L - CubicingH 81
HIEAH > R 5 > AP MSSARYIR A - S BREE R o (i S k4
K FHMRSAHH A HI F8K -

PRIRF A 1 B8 S 1 < o (o 4 BRI IR T 9 O B R A F A A
(F "HIERES | 3) > CubicinlA191120 (16%) A (12A
EMRSA 7 AAMSSA) - SHHELHA 111115 (10%) (95K A EMRSA
3 Blvancomycini &g » 24495 A B MSSASS DAB T E AR > Ak
[EFEMREIRIERE ) - rh R EREMNETR > fEATE AR IRy
I - 5644 LA Cubicind & eI A B2 144 Llvancomycin) &FHTHE A
1E BB EE % EIRMICsH I (BURIERRR) BT - R
AR S A AT BRI BT A AR B A - R 5
JER, > T EAR B BN FIneR (R UEEOEEEHE]) -

(& %]
BREEOERER AR > 10mLEL IS/ Ni500mg/ Vi -

[ %]
i PR RFHARIG A EREA -
2%28'C (36246°F) %A T + M AmEN -

C58 )
0SO Biopharmaceuticals Manufacturing, LLC
4272 Balloon Park Road NE, Albuquerque, NM 87109, USA

(ZEtEim]

"W@f%ﬁ;iéﬂzm:%ﬁ&{%ﬁwar\%rﬁ:ﬁ
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[BISMEFEE R E ]
Cubist Pharmaceuticals, LLC
Weystrasse 20, 6000 Lucerne 6, Switzerland
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