BRSEETE 29/05 9
Zavicefta 2 g/0.5 g powder for concentrate for solution for infusion
feEy T Sy 5 027705 5%
ASGER B Rl A
1 BEEA

EIRISFHT7 2 9/05 ¢
Zavicefta 2 g/0.5 g powder for concentrate for solution for infusion

2. EMEEERDY

B/ NHEEMHEER 2 g ceftazidime |y ceftazidime pentahydrate » DL fHE 059
avibactam Y avibactam sodium -

HC % - FZEREH ceftazidime 167.3 mg & avibactam 41.8 mg ( 555 6.6 ) °

L PR A
RN 2% 146 mg -

AR R RYIR - F2R% 6.1 6 -

3. HIE

ST CREEmARD -
HEEEOHR -

4. EERRE

41 IHFESE

AT ERE 3 8 H L LR E R A S Zavicefta B g7 M40V 5 5 I Fa 4 Y
(susceptible Gram-negative microorganisms)ffr5 [FEHRY 51 E -

HEREMERE RN B (complicated intra-abdominal infection » clAl)
HEREME AR 38 8 (complicated urinary tract infection » cUTI) » HFEEFTE R
(pyelonephritis)

o [EPYEELHI % (Hospital-acquired pneumonia - HAP) » ELFEIIR 25 AH B8 Hifi S8
(ventilator associated pneumonia > VVAP)

JEEREL EYIEAT R AHRE - BREEDIE L2 (L] EAHRE Z FIER AR A
= B UERAE AR S E S DA RN -

A - Ryl AR R DL R s Zavicefta BRELANDTAE ZAVEIR - Zavicefta {2 AT A
VO BoRs I IREEET Zavicefta BESZMERIAIEIFTS REAVEE: - ERYERE



R PGSR - MEMRIR G SRR B GREE T ] IR BHL - k= LaiEk, - &
HFATIRER B b B2 PR B8 o] (i R A B R B RS

42 FEHE

=
Er

HIBEAT k727 (CrCL) > 50 mL/min a6 A Zi&

# 1 BRILEEETERRZRMEEHE(CrCL) > 50 mL/min B ARV SAFIRID E R E (SFH5E 4.4
F15.16) e

2% 1. CrCL fEEHE ' > 50 mL/min R ARYESBEE

R Ceftazidime/avibactam  #E% e S i
AR it

R MR I PN IR A 29/05g 8 /N 2/ 5-14 &

- s

MR R 29/05¢ 8 /N 2\ 5-14 K4

341  BFEE IR R I —2 i

Bre PN Rl A 3% 29/05¢ 8 /N 2/ 7-14 K

ELFEITIR 8 FE A A A% —2¢ £

ﬁ% 3

B bl A 29/05¢ 8 /N 2 /N HEERHENRERER

[ > SOE(DEALL - BP0 B R

AT RN R 2 B

I

Li# F Cockeroft-Gault /3= 53+#y CrCL

2 & RIS RIBR R I S i R AR > B metronidazole ffH

3 & BN B SR (DUR B Rl B P M R B s B A iy - FE LA i R RS MR R A
A Z B OF

f R BRI AR AR AT RS B RERRRE T Zavicefta I LBER AV E CIRAE -

HIBEHFEk# (CrCL) > 50 mL/min/1.73 m?* 2 51w A 74

T 2 B IBEETATRR(GEHE(CrCL) > 50 mL/min/1.73 m? F B \ KR AR £/ &
(ZRIF 4415161 -

2 2. CrCL f&&f{E > 50 mL/min/1.73 m? 7 B&Ew AESEE
EuiERl | ARSI | Ceftazidime/avibactam BER W ERE | JARRRRENR
B A= i ]
5 2afe - B e
RLEEE 6 A | somgkgi25mkg |68 /|,
R £ < | EEEE BF—X TR AR
% 18 5% |29/05¢g PR : 5-
e _ 14 %
8 /)
0 4\; 2 /N




EFUEAL | FEfe)EE | Ceftazidime/avibactam BRI WEES | TR
Bf HIT £ i i
HREMERIK BV
ERE - A R 45—
FEBFRE RS 14 %
2 3 {EH 8 /s B5e A Rl e Y
% <6 |40 mg/kg/10 mg/kg _:/7 2 NEE | it SR IR 2
BEARREL | (@A S A ARBTG5 : 7
i 3% /NG 2% -14 K
FERRAT % 3

! ffiF Schwartz B&IRAF 5T CrCL

2 B B R BRE MRS R A 15 R B AE RS - FEEE metronidazole £

B NS R B I P s [ R A B AR PR B A S S R B S MR TR
ZhiEREEGEA

* T BERAY AR E R n] sE E AR ARG T Zavicefta il EFB1R AV E LI G

> {#F Zavicefta j* 3 il H 2<6 {if H ~ 2w A E A E AR (SR 5.26i) -

Rk IREE

EFEA
L N ERERIE (255 526 -

EgEf 2

CEERThAETES (CrCL fiEH{E > 50 - <80 mL/min) i Af/EzA%em & (R85 5.2
Ei) e

% 3 BB ERZRMEEHE (CrCL) <50 mL/min 5 A\ s gsaie 50 (RS
A4 F15260)

CrCL <50 mL/min ¢ A fi157 29 A 2

% 3. CrCL fh&HE 1 <50 mL/min 5 A&

GEEN g e CrCL fhzHE Ceftazidime/avibactam . P
Sl WH2ES JER
BIN 8 /I
31-50 1g/0.25 g g | 2 /N
=T
12 /N
16-30 o
6-15 24 /N
0.759/0.1875 g F—K 2 /NEf
KB pr _
(ESRD) » £33 f_g:},f\
OB 3 N
25 mg/kg/6.25 mg/kg 8
31-50 B _:ﬂ\ 2 /\EE
19/0.25¢g A




T2 B2 16-30 12 /|
<18 BEAE - 18.75 mg';ki{g5 mg/kg 20
ER S 24 7
BEiR A 6-15 0.75 ¢/0.1875 g ?:—“F:kj\ PN
REAES R - 48 /)N
BFEMUR BT ® I —=

' CrCL MBI A A Cockeroft-Gault /A% ~ 72 5L AR Schwartz EER A
(mL/min/1.73 m?)

g gy g SRR E (255 5.2 61)

3 Ceftazidimefilavibactam&r &% (i IR ENTHERR (2Rd554.9715.26( ) - TR ENTE K
JEAE SE R IR BT % 45 1 Zavicefta o

IR &% (CrCL) <50 mL/min/1.73 m* H4##4 <2 s i sm A ZE

2% 4. CrCL {55HE * <50 mL/min/1.73 m? ER ANESEE

FEESERE CrCL {hHEHE Ceftazidime/avibactam o A
’ (ML/min/1.73 m?) il 2 eE | WO
3HHZE <6 8 /I
A - 20 mg/kg/5 mg/kg 5%
6 {H <2 )
&A= 25 mg/kg/6.25 mg/kg !:k 8 ;\
% e 2 JNEF
3EEE <6 & 12 /N )
A 1030 15 mg/kg/3.75 mg/kg e
to
6fEAZ= <2 12 /h
i 18.75 mg/kg/4.7 mg/kg e

L (i Schwartz BEPR /AT (&t
RIS HEE Y B TR (SR 5.2 ) -

HETER <2 BEH CrCL <16 mL/min/1.73 m? (i EL B A i 4 g 0 ST AT HE L s

B o

HFEIEET £
FFODRES 2 AR &2 (2R% 5.2 60) -
SRR

e AL AR 3 il H S AR Ze AR - H ATiEE -

i
AR -
Zaviceftaltyx BE 7 2% By 1205 SRS OB E B DUSHIRIAE 52 B (2 6 667 -

S EERTIRBC AR IESE MY )T AHE R - 2 H586.687 -

43 ETE

FEMERT BAERIFIRS 6.1 612 PR -
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$H{E{7] cephalosporin EHi4: ZEEY -

B A FEAL Y B-lactam FHPTA R (Wﬂézﬂ - penicillin 1 ~ monobactam 5z,
carbapenem %) ¢4 EREAE (PN © ASRLIERE - BEE LS R E) -

44 FHREBKEREREH

AIRES B EE H AR SRSt U EE E (25HE 43 F14.8 61) - HEBBIE
WVETT RS 11 Zavicefta JGH8 - I H N EEREUHE & i 2 -

Fraa BIERT - TEMERIN A2 G A ceftazidime ~ HAth cephalosporin HE7(F{a] HAth B-
lactam HET4= 275 45 AL dB S ERYIE 52« 59 A B #5772 penicillin 5 - monobactam 55K
carbapenem FEA % A= JEEREE BBV L - MERETE(FF ceftazidime/avibactam -

IRIEEAME IR AR R (Clostridioides difficile) tHESNEE

875 (s ] ceftazidime/avibactam 254 [RIEEMIRZEFUASE (Clostridioides difficile) FHEERE
ARG > HEEE AR [ H R R G AR o R AR Zavicefta 45 EERARH
B R EREE - TESREILIHZET (2556 4.8 61) - JEBFE(F (I Zavicefta 45%E » H Ty
REEMEGIREFFUARE (Clostridioides difficile) 45 THRE Gt o AL THIHIREIHIEEY) -

BIEEAE

Ceftazidime %D avibactam A EFREHEER - HIL » FEMRIBE DRE S SRR ERE (2K
54261 - HUEEAR W A RIF R E 2 ceftazidime I - 5752 B #5384 sk
THHRENE > EfEER(tremor) ~ HLHESE(myoclonus) ~ JEHEMEAR EAHIRRE(non-
convulsive status epilepticus) ~ ffi#&(convulsion) ~ [ &2 (encephalopathy) fil &k -

{EFIR B DIRE i A - R VIR M LG B R A55 THE - EAERAS L - K
BRMUAHLBRAT S EABRET SRR G TREEEML - Rl R G PR L -

Bt

1 ﬁﬁ & cephalosporin FAAMIE #1281 [BlifzEEE$H (aminoglycoside) i sa IR
Il (0 : furosemide ) Jr]AESSE DhRE &R A B2 2 -

EFETIEREA R (DAGT 5 Coombs 3R ) [11E i fe B2 i P4 e ifn Y VB A e

Ceftazidime/avibactam m]gE{H H Pk E O E5Es (DAGT » 5 Coombs k) 4525
M T AT RE THE MR RS XA &allEs S /B8 2 ey s | Ssn e A&l (2R056 4.8
D ﬁwi‘ b REER 2 Zavicefta 1R AR 2842 DAGT MIEDrAe#Eie (55 3 11
B BN A AT 2 PR P24y Coombs st K 2/ D —JUEHEE ERrE A (HET il
PrASEIREIE y 3.2% 2 20.8% ) » [Hl S E N A AR DAGT E5 MR A g #
EVRIN © 2RI - U5 EEEREE4: Zavicefta JEREA RO AL » 2% AR Zavicefta
JEEHARE B A A o e A L TE AT REME -

i PR B 1
Zavicefta Z i~ clAl ~ cUTI R HAP (155 VAP ) B N HET TRERIFR S 2 e -
SR PR AE R IIHCIA)




TEARE clAL s AR —IHEE SR - i a2l (4942%) SRR ZEFL R EIERE -
4774 87%HJ9% A\ APACHE Il 5380k<10 > H. 4.0%fF K EHIS B A HEIME - 2.1%

(18/857 ) 8~ Zavicefta 1 metronidazole F3% A K% 1.4% (12/863) #7<z meropenem
HIR NS AESET -

FEAAEHH CrCL30 % 50 mL/min FYZREFEHH » 16.7% (9/54) $#~7 Zavicefta fI
metronidazole 15 A K 6.8% (4/59) 257 meropenem 5% A E54IET - % CrCL 1
7+ 30 2 50 mL/min FEUBEELAYE A\ B {KHY Zavicefta FE -

SR R0 R I CUTI)

FESTY cUTH I AT THY —IHABa > 381/1091 (34.9%) {IrAY& A AEA cUTI ER
PEPETE #2532 0 710 (65.1%) (ZAVA AR A ATMEE RE R (MMITT ki) - 34
81 iz cUTI A (7.4% ) {ERLAESHRT A BIME -

TN B PYIEEZE SE(HAP) - EI7a PR a3 1t i sC (VAP)
FE—TE R e P IR BT 3R Bl A g AR sstB - ZRE R 280/808 (34.7% ) L&A
VAP - £ 40/808 (5.0% ) fir BHE MUE °

Ceftazidime/avibactam fJ3E M- & &

Ceftazidime &P~ G FYRE 2 HI SRR ISV AR (255 4271 5.1
Bi) o & ERIEGE A E LR R ARG T ERCRE - FEOFFHERSMIPTAER -

Avibactam HYIIHEE B TR T ceftazidime EVE(LIVETF 2 IEZ - E5E Ambler A p-
lactamases kz C J# B-lactamases - Avibactam ‘Nl B JEfEZ ( metallo-B-
lactamases ) » H & EANHIFFZ D HEEZE (255 5.1 61) ©

JEESZ A 1) (Non-susceptible organisms)

RIEAE A ATRE S (IR ARG (140 © BG3KE - HiF) BREAR - MHEETEN
PR B PR AU M 2 T A

R THE

Ceftazidime ] g EUHITEPRAVETZEEFZ (Benedict’s ~ Fehling’s ~ Clinitest) » [ffj
FEAARIGIELES - Ceftazidime & T HEHEFRAVEE ZAa0H] -

[RenER e

AL SN IEE AN 146 mg - AHE T WHO R A& H s SR HUE 2 g 1Y
7.3% o

AREESLH TR H B AR EAE 1Y WHO i8S H = i HUE 22% - Zavicefta BysEdie

)

- &

i+ Zavicefta (s S EREPRIAEEHYIRH RS > FESRELERD -

Zavicefta FTAE @ FIE HEIRAIIE (HERIE 6.6 8) » S IBIRAEIE TR AR
YR -

SRR
TR B R G » T ER I 3 (85 2 12 [HH LA FAUSERem A - M5t Rk
BRI VLS (5205 4.9 71 6.6 ) -
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45 HAEEmREERHREEMREEM

By EREET » avibactam 5 OAT1 F1 OAT3 il (V2 » Al Ed k=
gk avibactam - M2 B HBEER - fEREYNERH - probenecid (—7FE5R% OAT I
) el i 56% % 70% - [N il RERZ4EE T avibactam FYHERR o FHIA MR
17 avibactam A1 probenecid HYEERAS E /EAHE S > N R OFA avibactam FI

probenecid -

FEReY Nl T - avibactam AREFEAIHILHAL 122 P50 [§E3R - {EAGSMaUBa > avibactam
Hl ceftazidime FERGPRAHRBERE FRBURAELAEOE PAS0 HYFRIR - Avibactam
ceftazidime 1 PR BF = 82 8 B P Sl £ AV E BT iERmE D - SUERIEL
P RS B E A AT RE R AR -

FE R ERIEE TS » ceftazidime A1 avibactam > [E]LL K ceftazidime/avibactam Fi1
metronidazole 7 S 4EAZ HAEFH -

H I ZEH
O =Tl cephalosporin JHANEF S EEY) (BIANREE TSR EGRARIFRA] (B4 -
furosemide )) FIRESSEDIREIGRA RFZEE (2556 4.4 61) -

FERESM s ER T > chloramphenicol /2 ceftazidime A1 At cephalosporin $E$iE ZHHEDT
Bl o PEIEEEIRAEE AR R A - (ARG N S AR A S DU E R RTREM: - AR SR PR AL
BETRBFA T -

46  &FT - BRI
Ceftazidime HYENY) HERILATE B E2 - RAGHG SR ~ SsER SR G IS E

PEBERERIIEE - Avibactam VB ABREUR B ETE - (ERA B (AR
(2% 5.3 i) -

fEE FEAE A RE ) 7t 288 m] RE [\ f i > 7 1] HF ceftazidime/avibactam {5 A A B ZHAR -

R AL,

Ceftazidimesgy/ D& 532 NEALAH o BRI A 5 Eavibactam & & & #E A NEALT -
A HERR T AR FRBR A ERYRIREN: - IR E BT E IR AL A
ceftazidime/avibactam G J&HE - &= S IH FLE T BR Gl s AIE A A 8% 2R %

=P

e Abf 5 ceftazidime/avibactam¥t 17> ARG 5 JIHYRE: - H Fitfitceftazidime Va1 75 &
1} o AvibactamiEIVIZERBURAE B I TEIVAEEER (SR55.360) -

4.7 HERERRERREIZEE

45T Zavicefta (R a[RESF A BAE (B4 : BEE) - 1 A RERCEERS Bl R I (F IR AE
(2B 4867 -




48 FEKME
2 V2R

FECIESS 2 WIRISS 3 WG REER T - A 2024 fiLpk A2 Zavicefta - 542> 5%

Zavicefta J&fem AHIEH 7oA BAJE Ry Coombs EFEHIEREHFERZ ML 1B OAIHE
R o B MR B BRI R R P

4 B ESZ

DUR Py 5 2% 4 > B8 R ceftazidime /2 Zaviceftass 2 5 55 3 B HARI AT A B AE - ik
PRI e Bt B oy UK A B STERTER » SRR A RS R/ ST RE R
R DEEMERERY > HESWT

JEEE R (21/10)
w1 (>1/100 H <1/10)

R (>1/1,000 H <1/100)
ZE R (>1/10,000 H < 1/1000)

JEE 4R, (<1/10,000)

KA CRABIRETEAHE)
R 5. REAGRHEENF A BENEIER

2GRERR | FEFEER HR TER FEEER RA
PREREMIR 2 FROAR
R S T e RHREIE (BFES MR E SRR | WS R
JRVAYE BEER] S SR EE)
{RRETEEE RS 3
2 D
BRI S PR RmER e
NP Coombs H - ii;;_ X
IR B 2 o ‘ L=
éﬁ;ﬁi‘ﬁ igj{ifi{%‘g .li[l./J\*}iiEl %E El [j]lﬂi}ﬂ?//h
s 25 \ L
PR MEB i
RIZLGEE U TE
SEYF
USRS THE B RE
Hes
e
H B R L IR bt
& H-
NREREEE RS (Alanine
aminotransferase) =
A g hE
FERf KP4 i iz g (Aspartate Sy

aminotransferase) =

11 A P Rk i i (alkaline
phosphatase) =




ZEERR | EEER HER TER EEZER RAI
wh L (Gamma-
glutamyltransferase)7|-=
I FL B 2 i (lactate
dehydrogenase) 7=
TR BT
(Toxic epidermal
necrolysis)
S
A SE R
(Stevens-Johnson
BT Fr.# (Rash maculo-papular) syndrome)
RS T4 - S TUMEATBE
BEE = (Erythema
R multiforme)
I & PE7K e
IEWE BRI 2
EftESREIRT
SV E
(DRESS)
P AEREF S | R EE
;E;Ea?f%u” R M REA = (Tubuloint
L erstitial
=B EES nephritis)
LTy R IvAlikES
& G L 3
Pty e
Eied
Sl EIERRE
e B A2 e MR (I8 E 2k B Wi (Bl Egry 2o e gkt - Hirp 61 415 MERERE RN
G50 B N (1L 3 BRLA E R 18 5%) DA 67 A AGFE MR 1B RS e 2 A (FFie




1€ 3 il H LR 2 R0 18 R)#%2 Zavicefta - #ASIMTE » 15 128 A EM AL &M E
ACHELLE MR P REHE PN RSN R A P T IR R R B PR 22 SRR SR AR -

SEA BB B
SR R HISE DA BB Sy ER - HRE s A R b iy P 2 2
BMl o EEEEYIA BB A LI 4E ER AT ¢ 02-23960100 -

4.9 B

Ceftazidime/avibactam #& & @ E s & FHEIIEIEE - EFEE ceftazidime f% 4575 [FEATES
AR ~ BRI EE -

Ceftazidime FYIILE S S R IMURBENTEHEFBIENTIFFK o £ 4 /NFIURENTEART
HERR 55%f7y avibactam -

5. EEEMNE
51 EEEME

B R 2 G VEE T4 ER - HAth beta-lactam $i4E 2 - 55 =1L cephalosporins -
ATC #& : JO1DD52

{E At

Ceftazidime 7£E penicillin 4548 H (penicillin binding proteins » PBPs ) 45&1% » B4
| 4 R A S B AR B Y B 1T (S B 4 50 i JZ SE T Avibactam 22— non B-
lactam 2 B-lactamase f{[IF% - FTEL/KAEIE EHVEE R P RIHMEIIEYIMEHEER - A
alHE] Ambler A EAT C #H B-lactamase kz—=£8 D JEfG » FEFEEE M B-lactamase

(extended-spectrum B-lactamases > ESBLS) + KPC F1 OXA-48 T {7 s
(carbapenemases) > DL Kz AmpC fiff - Avibactam il B 285 ( metallo-p-
lactamases ) » H fie AHIFEF25 D il

g

T e Eiceftazidime/avibactam Y4 T SE M AL FE 22 88 501 K PBPs ~ ¥H{{E—(L&Y)
I MEEFE MR - (L E EFHEE - Fip-lactamase ¥t avibactamty &I E H
EEAEBUM: B ] K f#ceftazidime o

e EA DA AU RS

3ok
t

—h!‘

1F A Ff ceftazidime/avibactam F{1 metronidazole ~ tobramycin ~ levofloxacin ~
vancomycin -~ linezolid ~ colistin 57 tigecycline AVESYMNEY G ER T » RETRTEI S
PUEH -

M HIER e P (Susceptibility testing breakpoints)

BUONGTiAEYgEEEERZ 58 (EUCAST ) Jyceftazidime/avibactam iz v7 #Y a {EAIH
f&  (minimum inhibitory concentration, MIC ) E&5 B4R :
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BT <8 mg/L >8 mg/L
(Enterobacteriales)

ZEEFZE (Pseudomonas <8 mg/L >8 mg/L
aeruginosa)

SEYE R EER U R 5

Ceftazidime 35 ©FEBENITE G - B ~Ei4522HAR ceftazidime/avibactam &%
RHNFRDERSE DL EH ey 2 IR B sy Eea R AHRE  (ceftazidime/avibactam  (1Y%fT
>MIC) - FFf avibactam > PK-PD 58RI Fy4a S8 R SRR FE LA _ A aEEyRe 2
FFEE7EE (T >Cy) -

AR I [ RS B R A

TERGS Mt ¥ i ceftazidime/avibactam B G AZ MY N IR IEAS - L R ER R

BRI R
R

o LR IEREFAEZF (Citrobacter freundii complex)
o (25 F75E (Enterobacter cloacae)

o A #2E (Escherichia coli)

o EMETT L E (Klebsiella oxytoca)

o EECHEEE (Klebsiella pneumoniae)

o 47HEFEE (Pseudomonas aeruginosa)

E I il

o A ##25 (Escherichia coli)

o TENIAEE (Klebsiella pneumoniae)
o ZrEEEFAE (Proteus mirabilis)

o [2#512E (Enterobacter cloacae)

o 47HEFEE (Pseudomonas aeruginosa)

BEP RT3 - EEP R Es A R 3R
BN e

o (25 F75E (Enterobacter cloacae)

o A2 (Escherichia coli)
T E (Klebsiella pneumoniae)
225525 (Proteus mirabilis)
FLEPEEFC T (Serratia marcescens)
4EE1FEE (Pseudomonas aeruginosa)

W AT N YR R RS A BE A A B FEE BRI o (E RS N R a8 L R A AT
NFERRPUEEM ST - ¥ ceftazidime/avibactam ELE=2 1 -

EX BN
o G IEE NG R E (Citrobacter koseri)
o FE A FE (Enterobacter aerogenes)

o EEHIC 2T (Morganella morganii)
o HryFsEIFAET (Proteus vulgaris)
o LIRS HE (Providencia rettgeri)
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HEy el b E R R 71 FifE Bl ceftazidime/avibactam s ELEZ M ©

o B hf & EKE (Staphylococcus aureus) (¥ methicillin 2 8=z 4 52 ¥f methicillin
HEigEr:)

o FREE

BSEKEEE (Enterococcus spp.)

HEZRTEZS B BRI (Stenotrophomonas maltophilia)

o RENEEE (Acinetobacter spp.)

HRREREE 2 e

1R HEVERRHE N R (CIAT

Wi TS =1 ~ Bl B - EEslEn (U8R RECLAIM Al
RECLAIM 3)HAEE(E Zavicefta(ceftazidime/avibactam){E B4 1R 48 12 P B (= Pk
AR Z Rl 2 2k -

fEaig RECLAIM i 1058 fir Zal # fifEatEs RECLAIM 3 A 432 fir el &z
Bl e > Zal B ECHEAZE 8 /458 2000 mg ceftazidime (CAZ)/500 mg
avibacam (AV1) EFHRELE 120 43484 HF 500 mg metronidazole (MTZ) &RHR#ER:T: 60 4755
o2 1000 mg meropenem Effii T 30 434% ; JAERHFEI A 5 5 14 K -

TERiEREE T - S BEEDEF(MITT, Modified intent-to-treat) 7 EE#S B & 7T & 50
JEF% H i 2/ D — R By &R v 274 (CE, Clinically evaluable) 7y ffrtag &l &
MITT S hrEERe A o] SHEEE R BRI AR E R E E R A EREREHEE - MEY)
X B EE] & (microbiological modified intent-to-treat, mMITT) i EERS EFEF & CIA
I E 2% HALE Al BA 2/0—MEE0E IR o Y el (ME, Microbiologically
evaluable) 73 HrB¥#E £y CE s ifrEfhe h BA 2 /0 — i i (Eatbage 4l nl A Bz e
g MR PR MR A -

fEstR RECLAIM - SRR SRR £ BFE I Ry mMITT iftfalEti riciz 28
REMERfH TOC Ky BN AEER G - mMITT S3Afrifae Gk 823 fifg A » 2
HY N R R B R~ T AL Bt B 51 R (3EIE] © 18 % 88 j3%) » 517 {ir(62.8%) Fy
Gtk > 662 {i(80.4%) Ry H A » 102 {ir(12.4%) Fyuuil A - s SV H0 w2t iy 368 fiL
(44.79%) LA R Z FLECE R R HEIIR S - fE2#E M (baseline)#F 35 {i2(4.3%) S HIILIE
£ TOC AP A SHE(ME) It EFaR Bl & 552 irfm A - WiflEl o ffrifie. 2 TOC EapRia
RREIHNFRE -

SERSESRA RS TOC B » /£ mMITT fi1 ME 7347 EEEE 4 » CAZ-AVI {55 metronidazole
4HAYAR TS meropenem 4H(5% 6) -

% 6. 3B RECLAIM iy TOC [ER2 e HARR

SHTEERE CAZ-AVI + MTZ Meropenem MAERSHY e
/N (%) n/N (%) (%) (95% {SHEER)

mMITT 337/413 (81.6) 349/410 (85.1) -3.5(-8.64, 1.58)

ME 2441265 (92.1) 2721287 (94.8) -2.7 (-7.13,1.47)
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MY R EDEE(MMITT) ARG -P A I I R Z B e iR 230
MR T

7. 3Bk RECLAIM s {REERAR I (R BEEPR> 105t B 2 ARG R
(MMITT HTEERS)

CAZ-AVI + MTzZ Meropenem
TR AR ERERE N ARER ERER N
(%) 3 (%) 5

BT L 81.4 272 33 86.4 305 353
(Enterobacteriales) 4

HT R 77.8 14 18 75.0 9 12
Z# (Citrobacter
freundii
complex)

ey 7 er=r 84.6 11 13 84.2 16 19
(Enterobacter
cloacae)

A 80.4 218 27 87.0 248 285
(Escherichia coli) 1

PTG 77.8 14 18 80.0 12 15
(Klebsiella oxytoca)

TR R 78.4 40 51 75.5 37 49
(Klebsiella
pneumoniae)

B IR 62.5 5 8 77.8 7 9
(Proteus mirabilis)
LRI 85.7 30 35 94.4 34 36
(Pseudomonas

aeruginosa)

7385 RECLAIMB(E TIN5 i B - S BRI BB TR BR) 431 Rrs At
LB B AR (MITT) S B S A 1 R R R R o (LU B 49 3%
(HE] © 18 % 82 %) > 294 {11(68.29) 1 51 » 5 HLATHI22 66 2 162 (i1(37.6%)75 A B
HRIE LSRRI EENRS R 15 ((35%) FA ML -

TR BB TR A5 (CE) M TREIER O SR - TEBEIS B TR
DI LB G MM ITT) S5 T BRI PP ¥E (ME) S TR B Y R 28
(B HEH TOC BB ARE

sERAE BREURE CE ~ mMITT f1 ME 3tE£e+ - CAZ-AVI f#£F metronidazole 4HAYEE
R a4 EL meropenem 4HAH{LL(E= 8) -

% 8. 553 RECLAIM3 WS AR
SINTEERS CAZ-AVI + MTZ  Meropenem TRAH TSR e B

/N (%) N (%) (%) (95% fEREER)
CE 166/177 (93.8) 173/184 (94.0) -0.2 (-5.53, 4.97)
mMITT 119/143 (83.2) 135/152 (88.8) -5.6 (-13.80, 2.36)
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% 8. 5\5% RECLAIM3 WS AR
SINTEERS CAZ-AVI + MTZ  Meropenem TSR e

n/N (%) N (%) (%) (95% fIEE)
ME 92/99 (92.9) 107/113 (94.7) -1.8 (-9.25, 5.09)

FEMAEYIN R ELER(MMITT) e T REERR FE T R 2B e R 2300
TH#E 9-

% 9. BBk RECLAIMS it RECEIRFET R GEE (MMITT 8

)
CAZ-AVI + MTZ Meropenem
IR ARR BERER N OBREE BREeR N
(%) 3 (%) 3

BN 80.9 93 11 92.7 115 124
(Enterobacteriales) 5

ey 625 5 8 ° 0
(Citrobacter freundii
complex)

B BE 100 5 5 66.7 2 3
(Enterobacter cloacae)

AR 83.3 70 84 94.4 84 89
(Escherichia coli)

JENE T I H 100 5 5 100 5 5
(Klebsiella oxytoca)

gz e 82.1 23 28 88.6 31 35
(Klebsiella
pneumoniae)

B IR 66.7 2 3 100 5 5
(Proteus mirabilis)
SEEIRE 82.4 14 17 85.0 17 20
(Pseudomonas

aeruginosa)

TEMAN A —55 3 HAMRAEMEREE N R s Es (RECLAIM ~ RECLAIMS3 & REPRISE) -
FE A B MR A o PRI B e M [ e 2 B U AR A\ TR (subset) [
P52 CAZ-AVI + MTZ JafEEH 9/11 (81.8%) ALE TOC B2 EIREIR I IE » iz ¥ IHEE
7(meropenem Bl (2 1T AR E) G AR K 9/10 A (90.0%) © /& Mk H 77 Bl HH Y B
T F AL EHA ST G fa M R A8 By E. coli Al P. aeruginosa - E. coli EIMUERTH ABEZ
CAZ-AVI JEFFA 911 A (81.8%)1E TOC (IERAS AT BMUEYIIE & BT B2 iR
YA B 6/6 A (100.0%) ; Tfi P. aeruginosa FHIMIERHE A< CAZ-AVI 5
3/4 A(75.0%) » FezHiREEynaReE Al By 212 A (100.0%) °

R NPR B R (CUTI)

B RECAPTURE &—THEE 3 1 ~ ol ~ E5 - EGAER - HIRNEHE Zavicefta
(ceftazidime/avibactam) A& FE MR ERNZ: (CUTI) (EFepl AAVRESlZe 2 - slba
HH 1020 fir Zal E R BT ECEL AT » il BB T ECHE~2 & 8 /)NIF 2000 mg
ceftazidime/500mg avibactam A3 120 /r#EEk/2 500 mg doripenem Ak E 60 43
o W ATEFEZ D b RAVERARE T a BB A ARIRIGE (Kellst S eI
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PRI R EEY)6RE - DUAERBUAVIHE G I EOR)$ES & 10 K (AR
EABEEIER 2 14 K) -

TERE Y B & Bl &% (microbiological modified intent-to-treat [NMITT] » 3554
cUTI 22 H i ASUBRIFRIRISEAS R EA RN 10° CFU/ML FRE K MR Eg) 7
MrEfaarh - 810 fiz mMITT 25t 2 B A A 1 S B F f8eE U~ P (i BF % &y 55
7% (FiE : 18 % 89 j5%) » 565 fi1(69.8%) Ky 21 » 672 {i7(83.0%) £y A » 63 fi(7.8%) Fyrit
M o B RV ET By 583 {ir(72.0%) B A = B B 3K > S 71 fi7(8.8%) L A4 EA
B M

s BRI S B HY £ B R e td mMMITT AT BERG AT 58 TR AVIEAR B R AT G
Hi(test-of-cure » TEFAFEHTECTR 21 2 25 R)IF BR4F(favorable) (Y ALY EZR (E 78
FyPRoss g vp BB AR RS/ NS 10° CFUIML)FIEIR G2 iR (A5 & S ) - HRGE S
7T CAZ-AVI 4R 457~ Doripenem 4H (3 10) -

= 10. 35% RECAPTURE E#F(favorable) NEERFIFBEYI FE(MMITT-34EERE)

By Rt

CAZ-AVI Doripenem MAHER e R
n/N (%) n/N (%) (%0)
(95% fEFEEM)
FRRIVEIRGE 276/393 (70.2) 276/417 (66.2) 4.0 (-2.39, 10.42)
s
G I E (Rt 280/393 (71.2)  269/417 (64.5) 6.7 (0.30, 13.12)
HIE)
BLATHI A IR 304/393 (77.4) 296/417 (71.0) 6.4 (0.33, 12.36)
SEAR GBI 332/393 (84.5) 360/417 (86.3) -1.9 (-6.78, 3.02)

FEREYIY BB BV AR TITEEIE T - s MR B B R TR . BRIy
[ % (favorable microbiological response rate)4558 23N T 57 11 -

% 11. 5B RECAPTURE ERSUR HIFHREE IR IR R T R RAFHIREIRE
R (MMITT SHEERR)

CAZ-AVI Doripenem
IR REFHINR REFNK N REFHNR BREFNR N
FER(%) B FER (%) R
BT 78.3 299 382 70.6 281 398
(Enterobacteriales)
27 E (Enterobacter 54.5 6 11 69.2 9 13
cloacae)
A5 17E (Escherichia 78.4 229 292 71.9 220 306
coli)
AL 75.0 33 44 62.5 35 56

(Klebsiella pneumoniae)
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#* 11. 3Bk RECAPTURE FERBUR HIRHEEE IR IR R TR < RIS g
R (MMITT SHEERR)

CAZ-AVI Doripenem
IR RIFNR BFKR N RFNR BFK N
FEFR(%)  FEE FER (%) FER
B 2B P2 (Proteus 94.1 16 17 69.2 9 13
mirabilis)
ZEEFZE (Pseudomonas 66.7 12 18 75.0 15 20

aeruginosa)

8% REPRISE fy—IH5E 3 /1 ~ iy ~ BRUEEE: ~ BEMGSS - A EE(L Zavicefta
(ceftazidime/avibactam) 7% 75 FH ceftazidime $i 8% 5 B8 IC P MRS [ RS 5 [ 38 2 B 5 AR
FEE PN RS (CI AL BAE S M PR B TR (CUT DR A N\ 2 g 2 - (& 27 i i
A clAl Z 2B B2 iE B EasE - sbarh A 305 I8 cUTI 2 Zat Bz iEk
SrHCEL AR 8 /)NBE 2000 mg ceftazidime/500 mg avibactam &R+ 120 4788 » 50k
sl 1 57 AR HAE AR B U7 =CB & It (7 B R T A E 2 i n] VA (Best Available
Therapy, BAT) » JaEHAM] fy 5 F] 21 K -

TR TR AR T IE SR E T A LB dE B Inv4E 5 - EREIE BB E &R
(microbiological modified intent-to-treat [MMITT] » EFEFFS cUTI 228 DL R A B E4S
REAH ceftazidime FTEEM: B [CFa M R BIHEZ 6 R 2 W ) /A faa 281 firszat
B2 FAEIH N R B RHEE R R P LU B (= CAZ-AVIFI BAT 4057 71 By 66 5%
(F0[E] - 18 %= 88 %)M 64 R (FulE - 18 & 90 ;%) @ 5 154 fiu 5514:(54.8%) » WA&H KE 77
Hzetl#E B E A (CAZ-AVI 40 94.4% » BAT 41 95.6%) » i RAVR2ET R R e
PRIBEGGA DA B T B 38 (154 fif > 54.8%) » (FAAEHIE A MmN 2 &H 10 fi
(3.6%)

ESFEEHAEES MMITT SER e JOARE 7 2 10 F(TOC [FR)IEI G
% {4 CUTI i A ZIRAMIEE (TR 12) - RIS P AP R (R
F<10° CFUIML f3I5i48) - 1 CAZ-AVI IRCEVIZIER S BAT 41(%12) -

% 12. 35U REPRISE cUTI R AR —JOBRIE 7 2 10 RETIEHOARZA BT
HYFRAE Y 2 ESR (favorable microbiological response rate)(mMITT 434

BHAS)
TR CAZ-AVI BAT
n/N (%) n/N (%)
B PR B 132/144 (91.7)  129/137 (94.2)
95%(SHEER  (86.3, 95.4) (89.3,97.2)
prEYIN ESR 118/144 (81.9)  88/137 (64.2)
5% (SHEIER]  (75.1, 87.6) (56.0, 71.9)

MMITT S REFRSEER —TOEHE R 7 2 10 RRE RAEIRIEETE 2 RIFHED
< % (favorable microbiological response rate)4552 23N N 57 13 -
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%% 13. B8 REPRISE cUTI i AMERE—KIGHFR 7 £ 10 XRE REEDH
FEtRZ REFRIMAEYIRER (MMITT SH7EEAR)

CAZ-AVI BAT
R n/N (%) n/N (%)
BIN4TE 7L (Enterobacteriales)
AAG17EE (Escherichia coli) 52/59 (88.1) 38/57 (66.7)
SEEE A€ F (Klebsiella 46/55 (83.6) 43/65 (66.2)

pneumoniae)
2R (Pseudomonas aeruginosa) 11/14 (78.6) 3/5 (60.0)

FEBENAME—25 3 IR E E Ui (RECAPTURE = REPRISE) ~ ZEIHH
IEA P A DR BT R B P R A A 25 B T RE A A HERE (subset) A > 1352 CAZ-
AV JEEEEA 28128 N (100.0%)7E TOC RAEIZEIREI AR - A2 BIIREEY)
(doripenem S fE R HIFRE) JEIEEHIH AT Ey 25/29 A(86.2%) - #H¥§{E TOC i A il
AV EST RIS - 722 CAZ-AVI JBREH 26128 N (92.9%)1E TOC [H]# B 4F K

[ > PEzidgeyamaRilf 2029 N(69.0%) o s 7 H AR B  E. coli. - 4£
CAZ-AVI¢l75 21/23 i N (91.3%) i AR RS E. coli By AR S TR IE
VIR Ry BL4f - A HEEEYIH A 19/23 (82.6%) {iLim ARy B4F

B2 PN RN U B 3¢ (Hospital-acquired pneumonia)

=A% REPROVE fy—IH5 31 ~ BB - ol ~ 5 E - 35 808 L EAFt AR
TR 58 ELFEITAR 25 AR BRI 2 AV ERE R A A\ B2 BER o Bl a9 SERttic s 8 /NI
2000 mg ceftazidime/500mg avibactam EFARiG T 120 4r##EkE 1000 mg meropenem 3
ki d: 30 7 AR A 2 - VBRI Ry 7 2 14 K - 808 firszal g 2 AR N R
BN EE RHE R HR A e Fy 65 % (R 18 %2 90 5%) » 602 fir(74.5%) Ry H1k
APACHE Il HRi7 8857805 14 > 280 fir(34.7%) EANT g fHRHAT R » fEAERRA 40 fir
(5.0%) ELA B MIE

F BRI EIE AT R B2 E E & (clinically modified intent-to-treat [cMITT] » f13E
FERRES » B2/ V0—Rialbagey) » AR E SR BT BTN Ry i i LR bt
IRAEE  HERR T SR ge E A S EAHE A o cMITT JvE fE AR AN JE 51
MRS E AR AR S B R AR A) 7 MrBEag AIER R AT 5 (clinically evaluable [CE] » F
cMITT +£ » BERA /AR e AR IR R E T A A H & SRR S A EAGTEER
M s B HE ) o irErie - 2l R e et i (test-of-cure » 7EFEH T HC
& 21 & 25 R)MERPR G « B R RE CAZ-AVI 4H-A 957> Meropenem 4H (3%
14) -

RERBHE RIS ERE Y R 2UEIE A (microbiologically modified intent-to-
treat [NMITT] > IR EPRAEAE S - 2 2/D—FEREEY) LR AR AR IR fE 5
MRS ERUR R R MR RS - PERRA TR & W aUa st i A= S B R ) s A
fe 2 aRate I (test-of-cure - TOC)HVERIR G - RIdHH IR DIAVEER(ER 14) -

= 14. 35% REPROVE EERERR

CAZ-AVI Meropenem AR =R
IITEERE nIN (%) n/N (%) (%) (95% (EFEIE[H)
cMITT 245/356 (68.8) 270/370 (73.0) 4.2 (-10.76, 2.46)
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CAZ-AVI Meropenem N AH R e A= g

SIHTEERE  nIN (%) n/N (%) (%) (95% {EHEE )
CE 199/257 (77.4) 211/270 (78.1) -0.7 (-7.86, 6.39)
mMITT 120/171 (70.2) 138/184 (75.0) -4.8 (-14.13, 4.46)

BLCMITT 43 HMrERS i ceftazidime/avibactam E2 meropenem &R ATESE 28 K
ZRIERIEC R » GERBIRIE T 25371 Ky 8.4% (30/356)F1 7.3% (27/370) » Wi4H £ EiAH
(U455 - FE 5y 1.1%(95% (STEIE © -2.84,5.18) -

MMITT S BER > S b I (R PR 3 B BB PR R S BB 15 -

% 15. 5l REPROVE ik E REAREIIR R EZBARGEER (nMITT D4rEHE)

CAZ-AVI Meropenem
TR BRE () EKE =y & S 7 N7

w N (%) R

BIN4TEFL (Enterobacteriales) 73.6 89 121 75.4 104 13
8

2 rAE (Enterobacter 92.3 24 26 54.5 12 22
cloacae)

A5 12 (Escherichia coli) 64.7 11 17 75.0 15 20

S HICA € E (Klebsiella 72.9 43 59 77.5 55 71
pneumoniae)

B2 E A (Proteus 85.7 12 14 75.0 9 12
mirabilis)

FrEDEEE (Serratia 73.3 11 15 92.3 12 13
marcescens)

4EHEF7E (Pseudomonas 60.3 35 58 74.5 35 47
aeruginosa)

ol R (Haemophilus 81.3 13 16 80.0 20 25
influenzae)

¥4I A 2 HAPIVAP ~ BECEHAR MERHE A > PRI S5 i B b M R e 2 I
H9R N FIEEE(subset) Ny - CAZ-AVI 4H1F TOC FUEGEIR & B 10/15 (66.7%)
meropenem 4[ £ 5/8 (62.5%) ° BI{EE(T—i R AR ABER /D » I GERHH IR ig s T E
D) BT S SRR - BRE R ER A -

FESIAES 3 TG PREAERE T35 DR AT A EIEME (CIAL ~ cUTI 50 HAP/VAP) HLAZEIH A Ml
FERYIE AT > DRI S0P 2 T R R P i G B X T TV RE RIS AT IREE (subset) A > 152
CAZ-AVI £ MTZ J&HEE1E TOC HIERPRIGHR By 47/54 (87.0%) » F232 H ISR 6604
FIl Ry 39747 (83.0%) = SR AIERS e L3R AT R > E. coli BIMIEAIH A$E
5% CAZ-AVI £ MTZ Jafs8H 32137 N(86.5%)4 TOC {{ofp i As a5 2 (s EVI R e B
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I - P IREEY e I Ry 29/33 A (87.9%) ; ifij P. aeruginosa B MIERYIE AT

CAZ-AVI £ MTZ J&55 ¢ iy 6111 N(54.5%) » sz S IREEY 6 HI R 3/6 N(50.0%) -
SR
BRI EN R (CIAL

SLEETREEHY CIAl (Rl A 3 H £ <18 pR)EAE—THiE e ~ 5 ~ 2~ BE
PRSI AV RS TP Al - S AWEEI T EC (3:1) $3#47 ceftazidime-avibactam
(FIE 23R 2) S0k metronidazole ((E&KIE © & 8 /NEF—2X 10 mg/kg - FRHkEL4E
gifaiE 20 % 30 53 $#) (n=61);6#% > = meropenem (n=22);5/% > T & Ryt 8 /NRFRFHIRH
¥ 20 mg/kg - WEAERETEEER - B/ T2/ NFHVEHIRENGR% - AR A ERR
BEEHR A BRI ERE - PrAZGRERFERE Gk EOR) k7 £ 15
RZH - TOC RHEAMER R —HIEEREEY) (i EER) & 8 &= 15 RIF#EAT -

83 Fazah e (ITT JEEE) ZHEEHA A O RO RHEE RN - e P A8y 1L 5% (3
D3R E 17 %) » 64% 55 - 1T ceftazidime-avibactam f[_F= metronidazole ;&&4H
12 FRE<18 5% (n=22) » 6 B E<12 5% (n=33) » 3 FHE<6 3% (n=6) » KA/ 2 B2
A o BRI A (87%) EZEFLIERIE X B FIERE - fUEYIERAREE (micro-
ITT) WEEEE S 69 %4 (50 AFE ceftazidime-avibactam Jj[_F metronidazole 2H ~ 19 AfE
meropenem &) /D —TEEAEIHRE R R RARHVR A o EZEHVE RS E E.coli
(79.7%) 1 P. aeruginosa (33.3%) -

AERIIER FHVRIFS Zavicefta f2 RIERITTZIE - FULIBERIROAUETRRE
JIIGERESTHT - FERR % —MEBREEY IR SE( 8 B 15 Tt THY TOC [t » BLAFAVES
PRIIEATIE 2 R MERIRE N R (CIAT) BIFF 2 ERSRIEIRATAENE - S 51T
B S HUMAEYIBIARE - 3 16 S8 TOC IREFREHATH -

& 16. TOC RAFERRIIER

W AB(%0)
CAZ-AVI + MTZ? Meropenem®
IYHTIEREE n/N (%) n/N (%)
ITT 56/61 (91.8) 21/22 (95.5)
micro-ITT 45/50 (90.0) 18/19 (94.7)

RAFERIRGE R (B{ED n F=R) EFRBEEARIARE ~ FrHEMRER 6 sER IR
= AP PR EDEE -

ITT = ZEEDVAE © ITT STEEE S A ER B 2 6 HAE A

A CAZ-AVI & [E]F% 2 + metronidazole & 8 /NIF—ZX kSN 10 mg/kg

* £ 8 /NIF—AFAREE 20 mglkg

T ERIFERE KRR (E coli) FI4HARAEE (P Aeruginosa) HYERAEREFAIEREZ
Zavicefta fill_I= metrodinazole J&¥EY9E A H 53 751 £y 90.5%7(1 85.7% > MALHEZ
meropenem Y5 A HIS3 7l Ry 92.3%71 88.9% -

BEREMLPR BRI (cUTI)

SLEEEEENY cUTI (SR AR 3 [EH E <18 k) EAr—THBIE T ~ g ~ 2~ BiE
MR PR PR el - SAEm AW EIRTC (3:1) $#+2 ceftazidime-avibactam
(n=67) (Bi&E[FF= 2)6%% » 5 cefepime (n=28))a%%F » (KI5 E 1 7 &R 4GEE(E = B E 2
0) - WS EEES > i) 72 /N\FRVEFIRE I AR R - T BHERARIREIRE
N R EHE » L2 e B aRr@is i (i Emsmg) MR 72 14 K2/ -
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TOC sl AIE R 1% —FIEER eV (FRiki £ e IR) 1% 8 & 15 REF#E(T -

Han A 95 firzs#E (ceftazidime-avibactam 4H » n=67 - cefepime 4H > n=28) » 81% /4%
1 » 1F ceftazidime-avibactam 4H » @R 7805 4.2 5% (&G& : 3.5 H & 18 %) » Hip
12 B <18 5§ (n=13) > 6 jEE<12 3% (n=17) > 2 BEE<6 Bk (n=11) > 1 BEE<2 1%
(n=12) > 3{EH <15k (n=14) - ZEZHRE (83.2%) EoMEFLE X - MEVEENE
FE (micro-ITT) ERFELE 77 %4 > (FEEIHE /A 1 ECAIE SR cUTI HYERE et
JEIFEE (=105 CFU/mL) - T EEAYHFEESE E. coli (92.2%) -

AeABRAT L5 HHZRTS Zavicefta Y22 e VEAINY 214 LA SHRSOETT BARE )
ARt T - (ER R —HISUEREEY I 4E1% 8 31 15 K #E{THY TOC [m[22 » EAFAVEEIR
[Z I e 25 Fs A B MM PR B R (CUT N S MRS AEAR AV SRR B - AR
— S PUERBRNGFIER - TOC B BAFMEYIRIERE 2 /IR B AFE TRERIL
SHAD PRI EAE ©

Micro-ITT JFREFAE TOC HYEGRFR ~ (WA e DRrERPREAFL Y B AF SR 23RN 3R 17 -
& 17. RE cUTI B B IFERAIEEYI S FEFR (micro-I TT FREF)

Ceftazidime- Cefepime®
ARBRTEAR avibactam? n/N (%)
n/N (%)
it RAFERR B A YIS TE 39/54 (72.2) 14/23 (60.9)
RAFEE PR 48/54 (88.9) 19/23 (82.6)
RV TE 43/54 (79.6) 14/23 (60.9)

2 Ceftazidime- avibactam & &[5)3% 2

PRI E R A RGAEE > R 29

RIFEEIR R EE 2 P cUTI VM EERAEION L » i E 2 M EiAER
BURABRINIZIE o« RAFIEYIEE 2 BIRERAEHTR RS -

KIGHRE (ASUERHEE R RAVDRKEENE) HIMAEYINRERIEREZ Zavicefta i
FRITIA A Ry 79.6% - (32 cefepime JafR AR ARy 59.1% -

52 ByEIIRME
Pkl

Ceftazidime 71 avibactam FY A #82E 45 G277 Hll4T Ry 10%F1 8% -« (@A LL 2 /Ny
5 [E1 ceftazidime/avibactam 2 /0.5 g E#iklian T 5¢ 5 ~ & 8 /NIGF—K ~ BT H(1% »
ceftazidime FI avibactam HY1E & RE T RS E 77 B By 17L Al 22L - Ceftazidime 5z
avibactam }2i% £ A\f8 7 RE b AU RS (epithelial lining fluid - ELF)RVEZEEAHLE - &
FEr Ry A% Y 30% o ELF FOfmAE A A R Hh &R E AT

Ceftazidime /2% #E A SERE IS FFRAVAZ FEEAI - HEHBIEE SR 0% - BSERERINEY
ceftazidime R[S A ZEF] 4 & 20 mo/L B85 © ARAETTAR avibactam 275 #E A AT
PEATRE REES > 28T TERSHESE KAV T-alBart - ceftazidime 1 avibactam HYHS# #8%
SRR B insE AUC 1Y 43%71 38% - Ceftazidime & Himimias - HELEA
Tt

At
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Ceftazidime A& (U - £ ABGATRRAHGR T (ORI BSAIRTAIAE ) - REIZ2E] avibactam
ARG - 45T [M*Cl-avibactam 1% » ARG AERIFRIE Ay AES 73 ZEIRH BRI 70 R A

81y avibactam -

HEBR

Ceftazidime £ avibactam fEE#IR4GELBAVA I =H (1) 9545 2 /NES - Ceftazidime
giE BRI EIE DURAIEER: © 4975 80-90%H| & & 1E 24 /NF N IR TRIR -
Avibactam DUFRTHFREHERR » B EFREL A 158 mL/min » BURER T B 4535k EE 2
INBE FENEVINESTUMER © 498 97%11Y avibactam & 7] HAFRE H [E(UL - Hidr 95%
1E 12 /NIFAEUE « “RE] 1%HY ceftazidime 25 @& FHER: » A% 0.25%f1Y avibactam £
H S EHERR -

GRIEPERYE

ezl B E#E N (0.059 £ 29)  BERFHREGE ceftazidime 1 avibactam 1£35 53R HY
REVGRIEREEY ) 152 - BIDIREIETE Z B A 8 /NF—2R ~ 5 REEHRENF
ceftazidime/avibactam 2 g/0.5 g ~ & 11 X% » KHZL7F] ceftazidime Ik, avibactam FYHH
HEME -

RIRIREE

ELFET £
Hh B EE B ThHRE A 9 AHY ceftazidime 711 avibactam FEFRE (K o 1B S [T E 1)
REN = Zm F 1Y avibactam AUC P35 3.8 B 7 % > 2R5 4.2 1 -

HFEIGET £

BHREARZARAGIROL T B R ERFIIRER £ A8 8 /NFAFAR G EL 2 9 - 144 5
K ceftazidime 9B 752 - iR ceftazidime 5 FH Y EERTFIIRE R 290 AEEY)
BJIER o ERBTSE avibactam AT ETRRERTIIRE A 2 A HYEEEh DR -

FHY ceftazidime F1 avibactam SRR HBEHIAT U - IS BRI = 505
PR G 2RI IIRER 2HVBE A -

ZERA (=65 )

FEEFIRH NS EEIZE R KA ceftazidimelGFraas - F I F AR B AHERR ceftazidime
B RS PR AR - 80% LA AR N 12/ NI FEARHE ¥ ceftazidime 297 I HERR
FHAHHEIE F53 52/ N -

PA3073 g HS fieliics B Alavibactam 500 moggifiiin £t Fe1% - EHFM AR HE @Ry
avibactam#& I =FEEH] > i A AT BE 2 LR B AH B A B BB PR (K -

YA

Ceftazidime #1 avibactam HYEEYE) T2 CAEFH 3 EH LA B2 <18 3% - SE(LIEHEZ RN
T SLENR A S b A E4G T RS EE< 40 kg HY A B A B ceftazidime 50 mg/kg #i1
avibactam 12.5 mg/kg - B4a A E> 40 kg HY 5L HE A Zavicefta 2 g/0.5 g (ceftazidime

2 g fl1 avibactam 0.5 g) A #E{TEF(H - Ceftazidime F1 avibactam Ffr4E e fE e s BRI VU (E
FEAEGMEAZE <238 ~ 232 <65t~ 652 <123% > AN 12 52 <18 5R)H B i
{}j - Ceftazidime F1 avibactam £ F [ EAE G698 1) B2 A e Fo i )2 I FE-RAH (/M 6 5%
£ <18 B ENH N)Z AUCor K Crax (EELE R THAE IR ~ $52 Zavicefta2 g/0.5g

Z RN Z5lE B PR TSAERAHT o Ba et A TE S 2 #A5E clAl B
cUTI SEaHYE RIS H E AR PKERHES 1 558 3 BH) S ERE PK Y > DU TS5
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AEFAE PK/PD BYZERENET - i3 tefsfpsd SR mE T % clAl ~ cUTI 5z HAP/VAP G EE ARy
MR EREITEE RN 2 B AR Ea%E o gEEEFERY A& 8 /NIF—K
W\iﬁ'ﬁ&iﬁi@ 2 /NEFJi ] Zavicefta f2 A& 2 9/0.5 g tH{HV = 5 M558 ) PK/PD 2%
BN

Ceftazidime F avibactam {7~ 3 {1l H 22<6 {[# 5 1Y 52 NGRS B AR - s
SR EEY B R R S (L (o I AR o RS SRR L A (B =R 1T
DU EFHAH R~ PKIPD ZE1E%>90% - fRI5 CL5e a5l B R RSB EdE » s
FRIERIET » /AR EER 3HH2<6 {{ AN EHEYBERBEINA L -

AR - 3 H &2 <2 %A B AR 4(CrCL < 50 mL/min/1.73m?) > 5 &9 AV ERIEEE A
R > ELSERkH Sl B EE PR S SR W7 4 g B B ThAE A iV E R} - Ceftazidime Al avibactam
FEEEYE) 1) R R AT B DIRE R 209 AT -

MERIRTEER:
Ceftazidime/avibactam (T5EH)E) 1154 4 BISERIIR -

53 ERRIZEER
Ceftazidime

WELe s - EENEEN  AHEMEEERE N E RSB e SRR &

2 GERBURE  HEFR G E - MARMET ceftazidime 2 B0 MRS -
Avibactam

BEL s - EENEEN - AN BN EGEERT I FIRERE R Z 45 R

BURE A AT o MRHETT avibactam 2 B MR -
AN

45718425 23007111000 mg/kg/dayHjavibactam{% » Fe3 H1 n] GE B EHEG T AR ARV I A0
Raka SRR B R R (B FHAEEE - BHEG KRG 5 NOAEL (100 mg/kg/day) HYIMmAES%
BT RN R R R 2 R A #E -

FEREFET - KBRS F A E A BIEM © KRR RIHA
JifEl4 T avibactam 1% - RERFIEAG RS ~ ARG HFE - A0 > ERHGR
FRER B 1.5 5 NBEHMIENT » /N7 10%HY K B AR 5o B0 H1 B da A PR B R
SR ARG -

6. EERRRM

6.1 fRPEIEE

iRl ()

62 AHEM

[ ARMETL Zavicefta SLEMSEYIRIHIAH A - Zavicefta A R S BRI & H A 450 HY
AR



6.3 ZEHrHH

HZM R

REFRFE S RIS -

BRI

JEE T RIMsE A FR T/ IV -

MikER

Jpeend

£ 2 - 8°C NRfFa e 24 /NF ~ HEBTRAE M 25°C TRFa R 12 /NIFIYEE A thag
EMEERORET - SEHALE K T A PR E M (R S A NI EERIBALR)
M AEYIEE BT ARE - ARSI B MR METLRIE Y - FoRIZBIGER] - FEERfEAI
BRI (8 P AR ST 8 A TP ORI e B k(R - —FRAE 2 - 8°C NS OR{FEEIE 24
/N BRI AR SR R S HY B 5 (R T A T B B R

B i 4= Infusion syringes)

Eﬁgﬁiﬂf@ 15-25°C 1 » {HFH ALY 2 e M Rl R 6 /INF (TS p A/ NI
Eiz f) °

SRR E o IEE T E TR > BRIEAE AR s e 1y S B (R (4 T A T
SHECAIMGRE « EATLBNEER > FEHMEAE AT AR R S &G NEEZR
15 - 25°C NI 'EEHE 6 /N o

6.4 REERAIEEEHR

A EEIA T R R ORI -

FEFN R GEESE LI -

AN AR R B S R 2 R S5 6.3 6 -

65 ZHEMEHERE

20 mL BEEE/ VI (Type L > DUEEBHZE (halobutyl) KIfi b & 2 B B L1 SPHIH
[ o

100 /NIRDLU R &8t o
6.6 FEEBEKHEMBEE FFHREEEE

R LUES RO R > SAEMRRAERIRILENEH] - SECIRAVA IR R (s
K AN ERERYTE -

Zavicefta (ceftazidime/avibactam) 2 /7845 - &/ Mill& 2 g /Y ceftazidime 1 0.5 g /Y
avibactam » EEFR[EE £y 4:1 - T EERTE ceftazidime Ry & &EME ©
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B R 48 T IR FE SR B R A F - n] DU & R/ N R B 1 4 21 o

B R -

PR

BN BRE -

TELEE A AT H AR B2 S AR -

(EART A FH 2 A B BE R e 2 B SR T

TEFRAaERAC B 5E BB A R = < [ Fr A A IR AR R A e 4 30 77

BRSNS R Z AR L E R E RIS -

5 L DUT TR B S RS Fy 8-40 mg/mL 1y ceftazidime #EiRA D ER - A 3
ERE 12 EBEMRERA @ IREEH 20 mg/mL JEE (BN AZEIERELE

%) HIREIDER -

1. BUFERFIR (167.3 mg/mL 1y ceftazidime) :

a) DU BT 224 UE I ZE/ NS IR A 10 mL SRS S K

b) il tH # TR 5 MRS 2]

SRR
BB °

C) P& AR - DURBS TR SHE AV IVIE D DU BB ) CE R PR 4
HEERER) -

2. BT LB (ceftazidime AYRAERE VA 8-40 mg/mL ) :

a) LR - K E Tt RNV EURER IR A A L MEM — A B YT
Lo DUFEHE—PRRRE R - 9 mg/mL (0.9%) (Y&(LHESE ~ 50 mg/mL
(5%) HImIEIMEESTIR ~ 4.5 mg/mL FEALINRT 25 mo/mL &g ESTR (0.45%
SULHIN 2.5% FjatE) SCALERMRR ESTR -

e =)

b)ERUERBHE - EEEEE

RS It e MR (9 mg/mL (0.9%)

Y {LHEE R 50 mgimL (5%) MATAIIEERRD) 1  FHlbiE R
RS AR LS -

AR NHITYE 18 o

2% 18 FEMTLSSREMIRO TS S TR AR REEIER Zavicefta
Zavicefta BIFR/INEATHIEE WRRAETIRNE | WREHEEREY
R VRIS R MR ER
(ceftazidime)!

29 PENEY) (49 12mL) 50 mL % 250 mL 50 mL
1g 6 mL 25mL &£ 125mL 25mL % 50 mL
0.75¢ 45 mL 199mL % 93mL 19mL % 50 mL
FrEEMmME | REpmEmerstase | o2 (m) H’gﬂf@i‘zﬁ% wE (mb) FREE
(mL) : PEECFHAVE SR N | PREUH BV £ S St
MHEBRRAORENE | BANMUBEREOR
HIE (mg ceftazidime) + FrA[E FE A FTA[E]
167.3 mg/mL ceftazidime (WZEEy 8-40mg/mL | (WAZEEy 8-40 mg/mL
Y ceftazidime ) #y ceftazidime)

L [#FRE ceftazidime por & & -
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EEpROESR SRR 3 & 12 (8 /N7 AR Zavicefta :

5F 0 DUMAR e BB RS s 20 mg/mL (1 ceftazidime (2 DAFE(T AL E1HM)
BRI EE o AEEE RS o B ceftazidim AYVERACERE VA 8-40 mg/mL

1. BUFEBEW (167.3 mg/mL [y ceftazidime) :
a) LUEHF eSS iERIZE/ RS W0 E A 10 mL JEEFHEEK -
b) fih1 H $EENG 52 NS EEE AR -

C) FPEESIBIRE - DURESTREREHE AV INEE L DU AN BT R ) CE 3 PR EE AT

EMRER) -
2. UGN E RS E 20 mg/mL 1y ceftazidime 4R

) MEENEFENENG I EEEMBR (9 mg/mL (0.9%) HYE(LIES
= 50 mg/mL (5%) HYEIEMEESIR) 1% - Rt — b imkeny i FURER 2K

EHTEE T

b) s R NEIFYEE 19 ~ 20 B¢ 21 > DUEREETHEITR » BURHVE(E RATOME - [N A
AREREIUE T A RS A/ NEF SR ZIELR - 5FEE - BERIMRERE

FrA ATRERVET R E - Er AR ST OE & DRasst EaS

= 19 8iFEEE 3 & 12 B A BUEEEEERZER (CrCL) > 50 mL/min/1.73 m? 2 5iER

AEFRY Zavicefta (FR&RBRE R 20 mg/mL B ceftazidime)

FEHFI - s e e e .
. - & B/MNEHINNERRES | IAES AR
Zavicefta W& | BE (ko) . - e
(mg ceftazidime) & (mL) BHIAE (mL)
(mg/kg)*
5 250 15 11
6 EHE 6 300 1.8 13
12 A 7 350 2.1 15
8 400 2.4 18
9 450 2.7 20
>0 mokg 10 500 3 22
iy ceftazidime
11 550 3.3 24
12 600 3.6 27
4 160 1 7.4
IER=E 5 200 1.2 8.8
<6 {EH 6 240 1.4 10
7 280 1.7 13
40 mglkg 8 320 1.9 14
1y ceftazidime 9 360 2.2 16
10 400 2.4 18

L {#HF ceftazidime por &8 -
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% 20 8t 3 & 12 fHH CrCL & 31 & 50 mL/min/1.73 m? ZBREHR AR
Zavicefta (FR&BRE R 20 mg/mL HY ceftazidime)

HFEERF Zavicefta HeE yilh=y B/NEHEEREER | EeHARERN
& (mg/kg)! (kg) | (mg ceftazidime) (mL) BE (mL)
5 125 0.75 5.5
6 150 0.9 6.6
6 fER= 7 175 1 7.4
12 fEA 8 200 1.2 8.8
25 mg/kg 9 225 1.3 9.6
#y ceftazidime 10 230 L5 1
11 275 1.6 12
12 300 1.8 13
4 80 0.48 35
3ERZE 5 100 0.6 4.4
<6 (A 6 120 0.72 5.3
7 140 0.84 6.2
20 mg/kg 8 160 1 7.4
Y ceftazidime 9 180 1.1 8.1
10 200 1.2 8.8
L EFREE ceftazidime (i & & -

# 21 8L 3 & 12 fEH CrCL & 16 & 30 mL/min/1.73 m? Z &R AN

Zavicefta (x&EE R 20 m

/mL HY ceftazidime)

I Zavicefta B | HBE yilhy E/NERMEHERR | RERRERN

& (mg/kg)* (kg) | (mg ceftazidime) A& (mL) =& (mL)
5 93.75 0.56 4.1
6 112.5 0.67 4.9
6 fER= 7 131.25 0.78 5.7
12 fEA 8 150 0.9 6.6
16.75 ma/kg 9 168.75 1 7.4
8 ceftazidime 10 187.5 1.1 8.1
11 206.25 1.2 8.8
12 225 1.3 9.6
3ERZE 4 60 0.36 2.7
<6 {EH 5 75 0.45 3.3
6 90 0.54 4
15 mg/kg 7 105 0.63 4.6
iy ceftazidime 8 120 0.72 5.3
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PRI Zavicefta B | BE yiilhy B/INEHEERR | REARRRN
& (mg/kg)? (kg) (mg ceftazidime) BE (mL) RE (mL)
9 135 0.81 6
10 150 0.9 6.6

L {# 4 ceftazidime R &8 -

RS @ SPC 20210211-1

#3EM; © ACS Dobfar S.p.A.
ok ¢ Via A. Fleming 2-Verona, 37135, Italy

SR © R R EERUR (DA IR A E]
#ihk - BAbH(EFRE AR 100 5 42 ~ 4318
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	4.5 其他藥品交互作用與其他交互作用
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	藥物分類：全身性使用之抗生素，其他beta-lactam 抗生素，第三代cephalosporins， ATC碼：J01DD52
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	100小瓶以下盒裝。
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	必須以注射用水調配粉末，並在稀釋濃縮液後立即使用。調配後的溶液為淺黃色溶液，不含顆粒物質。
	Zavicefta (ceftazidime/avibactam)是複方藥品；每小瓶含2 g的ceftazidime和0.5 g的avibactam，比率固定為4:1。建議劑量僅根據ceftazidime成分含量而定。
	Zavicefta (ceftazidime/avibactam)是複方藥品；每小瓶含2 g的ceftazidime和0.5 g的avibactam，比率固定為4:1。建議劑量僅根據ceftazidime成分含量而定。

