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41/59 (69.5)
14/25 (56.0)

17/20 (85.0)
15/17 (88.2)
9/12 (75.0)
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" Ceftaroline  Ceftriaxone
R ERRRIE n (%) n (%) ZEH  95%Cl ZR
MITT n 366 366
N7 NIE 293 (80.1) 244 (66.7) 134 (7.0, 19.7)
B PR AR L 50 (13.7) 89 (24.3)
RIE 23 (6.3) 33 (9.0)
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h
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KIGHRE (Escherichia coli) 3/3 (100.0) 5/6 (83.3)
TEEEAKATRIREE (Klebsiella pneumoniae) 11/14 (78.6) 12/16 (75.0)
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TS Ry N RCERMITTIR AR E L Z R PR 2R E R (TOC) HY
EERPRE HE -

F 9 WIEESSTIN=HIZERT - /BESE2IREBIE TOCHIEER GRER

Ceftaroline Vancomycin/Aztreonam ERER
nIN (%) nIN(%) (& 95% C)
CANVAS 1
CE 288/316 (91.1) 280/300 (93.3) 2.2 (-6.6.2.1)
MITT 304/351 (86.6) 297/347 (85.6) 1.0 (-4.2,6.2)
CANVAS 2
CE 271/294 (92.2) 269/292 (92.1) 0.1 (-4.4,4.5)
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Ceftaroline Vancomycin/Aztreonam EEER
g 0
n/N (%) n/N(%) (B 95% CI)
MITT 201/342 (85.1) 289/338 (85.5) 0.4 (-5.8,5.0)

TR R AR E TOCP B S % -

® 10 REEFREE - (LY EaFlcSSTHR ARERIR SRR (BRI B WIHE
BRI =0l

] Ceftaroline Vancomycin/Aztreonam
N/N (%) n/N(%o)
i dra I A eS|
B O A& Bk F(Staphylococcus aureus) 352/378 (93.1) 336/356 (94.4)
MSSA (methicillin-susceptible
212/228 (93.0) 225/238 (94.5)
x)

MRSA (methicillin-resistant &%) 142/152 (93.4) 115/122 (94.3)
1LHE ##Ek = (Streptococcus pyogenes) 56/56 (100.0) 56/58 (96.6)
HEF #EEKE(Streptococcus agalactiae) 21/22 (95.5) 18/18 (100.0)
27 #EEE [ (Streptococcus dysgalactiae) 13/13 (100.0) 15/16 (93.8)
A1 56 #EEEE BT 2 Streptococcus

0 AStrep 12/13 (92.3) 15/16 (93.8)
anginosus ® group)
AG FEE(Escherichia coli) 20/21 (95.2) 19/21 (90.5)
SE G IHECHT E R (Klebsiella

_ 17/18 (94.4) 13/14 (92.9)

pneumoniae)
JEFREC F2E (Morganella morganii) 11/12 (91.7) 5/6 (83.3)
I T EE 1 E F(Klebsiella oxytoca) 10/12 (83.3) 6/6 (100.0)

YEIFES. anginosus ~ S. intermedius JS. constellatus °

E 4 B 8% 5 M I R 1 2 1A K7 [ Sk 4H S R AL BV A LS YIE (Complicated skin and
soft tissue infections with systemic inflammatory response or underlying comorbidities ’
COVERS)

—TEBEHEYTD ~ 20N S 5B (COVERS) @ 4854 A\ 1724 EF 2 B 13 S F1/E0%
TEHPPEAYCSSTIRL A » EhliZceftaroline fosamil (45:8/NIF4Y 120 $5AEHRIN £ 6002 1) Bl
vancomycinj[laztreonam  {E & B B G (MITT) IEE BRI MERE o Bl e ReaH e
(AT & B ST SN FT AR A 5 A SRS HRE £5400 cm? > 40%75 SIRS K.61% 75
CRPF-E(>50 Z5/H1) < /AR S E 14K » BERIEFAE (CE) HEEFRIEMITTIERE
HEEMEAEENREA o« FEEREEE RCERMITTRAHHE AR B2 ETOCHY BRI A

F 11 fECOVERSFHEEET » JBFSE14REE TOCHERARE
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Ceftaroline Vancomycin/ BREER
n/N (%) Aztreonam (B2f] 95% CI)
/N (%)
CE 342/395 (86.6) 180/211 (85.3) 1.3(4.3.7.5)
MITT 396/506 (78.3) 202/255 (79.2) -1.0 (-6.9, 5.4)

DI BRI 3P s )RS fE TOCH PR R B o -

=12 REBEZYREE > MEE E¥M SSTHR AR EIKEREB(EREK A
COVERS)

HHEE Ceftaroline Vancomycin/Aztreonam
N/N (%) n/N(%o)
I TR
B O A4 Bk F(Staphylococcus aureus) 109/119 (91.6) 61/71 (85.9)
MSSA (methicillin-susceptible 88/94 (93.6) 49/57 (86.0)
)

MRSA (methicillin-resistant E#%) 21/25 (84.0) 12/15 (80.0)
1LHE [##5k #(Streptococcus pyogenes) 14/15 (93.3) 7/7 (100)
LRI € #EEk = 24 Streptococcus 16/18 (88.9) 4/4 (100)
anginosus ®group)

BRI 21
A A5 2 (Escherichia coli) 11/12 (91.7) 9/10 (90.0)
EEE AR 6 FEE(Klebsiella 517 (71.4) 3/4 (75.0)

pneumoniae)

YEIFES. anginosus ~ S. intermedius JS. constellatus °

EIHA
cSSTISEEEASRE —TRERI(E A £ < 18pRAVSLER ARTHEITHY— IR « T ~ JE1ESE
ESLEERY

HHE163ZFEH N TWEHZE <183k~ A cSSTI EERAC SR FLEAN A —TEMEI% - 25 B%
oty o ST o JEMESEY)EESEE 0 LR ceftaroline fosamil Kz vancomycinZXcefazolin (ZE{E
M f F aztreonam) - JAREEAM R 5 F] 14 K - BlEE 3 R o ERE R
cephalexin ~ clindamycinZilinezolidf&; A EH 1 —  MITT JEEFELSFATEREZ B ¢SSTI H.
MR R EE YR BT A -

sSERHY F B HAY RS ceftaroline fosamil HYZZE1E Ktz M o A EsHvia € 1A 2 DA
TR M HEER IR R AT AR B E 1Ty | By T RS 1T

MITTHEEEAE G fa l (FRIE4E R 128F(15°K) MIEEIRER* F ceftaroline fosamil4H
94.4% (101/107) T HB4H86.5% (45/52) » WAL G2 157.9 (95% CI—1.2,20.2) °

FE AT % (CAP) e FE st BgiE — AR W (IE H 2 18k CRIm) Y 53 B9 A BT THYBE A% 3 T ~

SEATATAR ~ RSB IR SR o dEFRULAN 161 A2 Btk I AR SR Y S 0 RalER Sy
Bc ~ 2B 0 E MY ISR - Ch#ceftaroline fosamil K ceftriaxone o Azt ERULANHTY
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A BB E Xt e & A ¥ B EGE T RIS - 1L H EMFE CAP —E(ZfE
IRELES: - EIFEIZI ~ PP AE ~ IR ~ MPIEAE (grunting) ~ B ~ SF4HEERAY R 4E
TEBCEAL - B AED (work of breathing) 4 /il HEE(EFE ~ FEZm SN GIE o JERERE
B 5E 14 K - s\EREE = K1% ] iEia 2 k4G Edamoxicillin clavulanate - MITTEEFEL &
FrEtEzZ Ry CAP H ¥ H2 (TR & 2 slBngeyrbEt o i A

s Bmey £ 5 H 1Y Ryatficeftaroline fosamil Y2 KM <2 1 o AEBRaiE 714 e LU
17 PR M 2w A5 1T (comparative inferential efficacy analysis) » 7R ARG ERTE
(efficacy endpoint) 7| fs T ZEEEALFEAE -

MITTIEEAE ) GRfs il (GRS IR &S B E 1% 8 F15°K) HYER R )G % Fy ceftaroline
fosamil4H 87.9% (94/107) i ¥ IE4HS8.9% (32/36) » F& A AEH Fy-1.0 (95% CI —11.5,
14.1) -

5.2 SEYIEhI2R M

Ceftaroline fEEAES0 £ 1000 Z7FHIE N * Coax f AUC &JHSFEREESELHIE N -
B DhREIEH Y (R B SRS B DIRE A 42 A(CrCL>50mL/min) > & 8 = 12 /NEFLA
ARk T RE&G T 600 Z5ERIE% » ceftaroline RHHE A -

G B R R AR~ ol A SR A8/ INEE 5 97 S 6047 Sl £ AE FE S0 FF600 % Fe ceftaroline
fosamil * ceftaroline ” = & 7% F2 & (AUC) ~ TinSUERE AL > FifaEmEEREE T
ceftaroline Z Tmax3% 4 /2 ceftaroline fosamilfify; 55 821% 577§ - Ceftaroline 2 *45(SD)Crax (T
5T TR f532.5 (4.82) mg/L(n=11){E607 #m T FFH F17.4 (3.87) mg/L(n=12) °

vaxiii

Ceftaroline I IS5 AL (49 20%) » HAF G5 AR - (TR TR
Hicilig £ 288 600 Z=Z riiEHEEEHY ceftaroline fosamil % f&ERE S Mifefa P A7 &k 20.3
KT BRSNS R -

s

Ceftaroline fosamil (ATSBZEY)) &AL M AT > Bk M (phosphatase) % 22 8 J )5 1
ceftaroline » 14 ATREEYIAIE 50T {EAFARM LIRS - Coftaroline 1) B PIEA
WR/K g% » IR EPTEDEM: - BERAEHY) ceftaroline M-1 - {EF 754 E B EFAK
¥ 600 =3¢ ceftaroline fosamil 1% > YEHIMAE ceftaroline M-1 FHELHY ceftaroline HY
AUC EEBIERy 20-30% °

TS BET N KE TR ok B g =R ES T > ceftaroline FY(CSTHEIASRAE » BHT ceftaroline iff
JEHHFE CYP450 BEZ(tHf -

HERR

Ceftaroline F- %2 Effii/FR - Ceftaroline FYEFReATRR - BB Ry B GRER A H A ATEL
WA > 1 BESNESGE SRR » ceftaroline AYEFBEHERRAL AR5 K FEBho3 kb
Ceftaroline fE(EFER AN P8R80 R 2.5 /N -

(B BRI T 600 Z5CUMEECHY ceftaroline fosamil 1% > 4 88% VX
BRI R » 6% HERIEF(EF -

(RYNi
ELET 2N
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ARAE ~ B/ DAEDLUR G E A (CrCL <50 mL/min) SEEFEHIE (SHE 42 ) -

G R A A s B R BV (ESRD) 1255 2 18 GRS 8/ N33 AN T I B/ D 4E
DLRe 2% 221 2% (A< ) SR A R LT & - 1978 e Sy s s B A Th I R EE B TR
Ao B AR EIR A2 0 R A A0 R = -

HFGEF RN

M ARHMETL ceftaroline FFAFFINEE R 29 AHVEEY S 122 - Y ceftaroline (LA i
TR EFFIEAH > R IER 2ER 2EEE ceftaroline V2B EFRE - RILEH
FFEgE N 2W AR R A= -

ZERN

EFAREE45 T B 600 Z 50 ceftaroline fosamil 1% (EEFEFEZAE (=65 %) HAfERE
FECZHE (18-45 %) Z[EHY ceftaroline ZEYIE) TS o EAEw AR AUCo- BEHY
HEAN 33% - FEEREEFMEMIE DREEL - AIEEEDEFRE ST 50 mL/min HYEFE

WA o HEFEEHEE ceftaroline & °

SEA
BEEE/ N33 T Z AR ~ BRGE ~ SREEAIE/DERYE R EH E R (2 R 5R4.260)

izl
FVER AN ceftaroline ZEYIBNIEHALL - SEFRRMERIMREERE -

v

TR R B & Y RS Eh 1 B2 oA > LRI R T Ot TRl 45 SR B A
sEE ~ B~ oM ABCEAM Z e E 8] 0 ceftaroline AVEEYE) SJE MBI E SR - A

EERIR IR & -

5.3 BERpTZ &R
15T B R B F M S B B e - ARSI Y SR AR R B INVE F R
3% o BEIER T  HLHE 4 BEEHI% o B AR -

FER BT EV BRI 2 st b EMBESHIREE (> 7 BEHBR600 25
UG Coax JRE) HEZEHRAES -

REFIFET T HAERE RN B E R W R R AR AR 2L -

AR FHHE

G P (0 AG He S A HI 2 B Ceftaroline fosamil JZ ceftaroline &2 AL (1AGHEN L » ZAIMAE
Ames ~ BEEURERI K IEIEF DNA SR TRl KRBT B M 7 5888 - AN > REK
B2 BV RS N TAZ MR GS SR B FaBatE o R ¥ ceftaroline fosamil=Eceftaroline 21 T EURE M
Ze .

ETHEER

HELEIRER - IEE SRR EBEE T RBIRFIKENAESENSEREZESHEMR
B - EREIARESERBEAR » & TR EEIR R &M ceftaroline fosamil i E#Z2 2|
FRRRIRS EE ARSI » DA TER B B BIEEE - 2R FE K e E S AR AL T
ceftaroline fosamil » Wi R ELERENER - FEAEKREZEZE T K TEEZRT
ceftaroline & B EHARAGHY AP B (angulated hyoid alae) ¥4 35E) > [ Ry T-AARG
HRAERREA -
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=

i

R EE

H AR TR 220 R IIH ALK B LAEFAR T 5T 5 7045 T ceftaroline fosamil VI 52 M4 B4 » Hoifil
BB ELE IR A2 - IEHAERSOKR > Fradh B i IR 5B a2
e - FEfE B ST BN — N EAR SIS B IIRE SR IR 2 S B B T - Rl
PBLLE RN A B ER—E o

6. EERIEFFME
6.1 JRIEHIFIZR
L T

6.2 lefhZER (BFHER)
REEYIAGELSE 6.6 EILSMYHMEBEYIRS -

6.3 PRAFHAR
RFMIRFES Rz -

N

=N

SEYRCBUR ETTENE A -

MR

{EHIZE 6.6 EfPTYIRIHRERIEM R Asikim LR % JELE 6 /NIRRT - CEEAE 2-8°C
T ARV YRR E M TR 24 /NI o IRRREEELL A AR 2 ER% 0 H
£ 6 /NEFAER -

LM Y)EREIRGIN = - FRIFEAUBREE AV IRE (T T ECR R RRE - SRS A RC B i
RERIETIRI(EA - ZEORIZENEER - (EFERE B TR R A RTHIF RO R R

6.4 BIHTREESE

S 30°C DT
LRGSR - BEERIAR -
SRR R RERTRETR IR R 63 1 -

6.5 M ERAEY
20 =FIHEEER (55 1 &) > BRI T BB KR A RET -

10052 LA T & -

6.6 fER - RE K EENY
IARALUES F/KECE » BCBOE R RAE MR TR - BCBSE A ER R R A &
TR R AR -

B R R ESRIRT - T RIS R el -

Zinforo ¥ RFEMEA 20 ZFMEIEH /KA - BCBSERIVESIRIELER - BER

& T FR R LS sl

o FAEIN 9 Z/EF (0.9 %) FHIR

o LlEfEERE (dextrose) 50 ZTE/ZSF (5 %) JEHNIK

o LSRN 45 ZrU/ETT REEEENE 25 25/ ERR (0.45% FALIKL 2.5%
GlEkEE)
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o FEMIZEIR (Lactated Ringer’s solution)

AIfEA 250 Z7F ~ 100 27180 50 Z7 LS RE o (EFIGRC R E SR AF IR T
HEff > HpfE A HEREE 30 578 -

— 2 IECEISE RGN 0 & 30 = 5E ceftaroline fosamil ©

FLEDR AN EN RS E R IE S RS E B E) o B A T F A RIS o ceftaroline
fosamilJEfE RN 122 55/ ZFF -

SELFC R R MR R IE > SRS 6.3 -

B ERE -

REEFIHVEE AR B YY) - EME E R R E -

RA © CDS 20200303-2

%

ESHED

(i

i

WG -
gk -
W -
ik -
(i
gk -

ACS Dobfar S.p.A.

Viale Addetta, 2a/12-3/5 20067 Tribiano, Milan, Italy
ACS Dobfar S.p.A

Nucleo Industriale S. Atto, 64100 Teramo, Italy
e R R (A TR A H]

Bl EREIM 1005542 ~ 431
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