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[ Abstract] Objective: To evaluate the efficacy and safety of injectable cefoperazone sodium and tazobactam

sodium (6:1) for the treatment of moderate to severe acute respiratory bacterial infections. Methods: Totally 237
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patients with respiratory tract infections were enrolled in a randomized, double blind, multi-centerand, parallel
controlled study, in which 179 in experimental group and 58 in control group ([ injectable cefoperazone sodium and
tazobactam sodium (4:1)]. During the screening period, cefoperazone sodium was uniformly injected for 3 d.
During the treatment period, the experimental group was given the test drug 3.0 g by intravenous drip twice a day,
and the control group was given 2.0 g of control drug by intravenous drip 3 times a day. The results of symptoms,
signs, laboratory examination, chest X-ray examination and sputum bacterial culture were observed before and after
treatment. Results: In experiment group and control group, the clinical cure rates were 87.65% and 78.85% ,
respectively. The bacterial clearance rates were 97. 89% and 97.06% . Comprehensive efficacies were 86. 32%
and 73.53% . Incidences of adverse reaction were 13.79% (24/174 patients) in the test group and 14.29% (8/56
patients) in the control group. The main manifestations were elevated transaminase, leucopenia, eosinophilia and
so on. All patients returned to normal after follow-up. Conclusion: Injectable cefoperazone sodium and tazobactam
sodium (6:1) is proved to be safe and effective in the treatment of moderate to severe acute bacterial infection of

respiratory system after large-scale phase Il clinical trial, providing an effective drug for the control of drug-resistant

bacterial infection.
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N T3.53% X B 4 Lk G U7 RO R A 82
], 255 97 AR R Ty 86. 32% R A Il IR ¥ AR
R TCGE T 22 5o m-PPS S rf X B 2H 25 5 97 3L

R H L5 B IT AT A 76 B, 255 )7 3P /@
KH85.39% , MALIGKIGAMRILBRGFE T %
SOTERE 9,

x99 WAIBITIE&E TR DL A R
m-FAS m-PPS
i H
Xf B 2H 2 X R AL I

LERIT R

Pefr/n( %) 25(73.53) 82(86.32) 25(73.53) 76(85.39)

T/ n( %) 9(26.47) 13(13.68) 9(26.47) 13(14.61)

&i/n(%) 34(100.00) 95(100.00) 34(100.00) 89(100.00)

Pe R/ % 73.53 86.32 73.53 85.39
[LERES R

Gt 3.06 2.61

Pl 0.080 3 0.105 9

P %2 K 95% C1 -12.79( -=29.15,3.57) ~11.86( —28.41,4.68)

LEG YT R AT IR 9T T B 320K

<4
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5.3 REMERRITEN ARFHIFEM:XTERA
KA BIARFA, BAEF16.07% ; 5 H kA
27T BIRN RFF, RAEFE N 15.52% . WA AR FH
HRAERTLG 2%, WRA KL 8 Bl KKK
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N, &R 14.29% iR B0 4 & A 24 R BN,
KAEFREN13.79% , WiH AR KN &4 R LT
Giit R RN E 10, WY L™ E AR F
KA

F 10 ARBARFMLAELRYE LK

i Xt BE 4 i 55 4 PR R EF AR
il B kAR BIR BIEC RER/% A6 58 75 12 geit i PE
£ 40 i 2 2 3.57 9 9 5.17 KIER L 0.02 0.897 9
% 0 0 0.00 1 1 0.57 RPIR R $7S 1.000 0
DR A 5w 1 1 1.79 0 0 0.00 LIRIE ST 0.243 5
PR T AN ML 5 PR AT AN 0 0 0.00 1 1 0.57 VI ME 3 3% 1.000 0
W I o 4 i 3 22 1 1 1.79 2 2 1.15 YA R % 0.568 9
1 LEF T 0 0 0.00 1 1 0.57 iy UM ik 1.000 0
L35 SR L& T 0 0 0.00 1 1 0.57 AR 2R 1 1.000 0
il /N Al i 2 0 0 0.00 1 1 0.57 i D) AE R 1k 1.000 0
/N 3 £ 0 0 0.00 1 1 0.57 Ty UMk 1.000 0
R 1 1 1.79 0 0 0.00 i V1A 2k 0.243 5
A T 4 4 7.14 12 12 6.90 B IE K 5 0.00 1.000 0
e T O R TR T 0 0 0.00 1 1 0.57 i DI R 1 1.000 0

LR R A PR LIRS =R AR W AR A
RFGEiHoh, o 32X 2 0 W 8L IR
T RE | GG i 7 S EF ] 1O R P A A 24 R B
ETEY/k PSR [

AT 6 25 oI K O TR G — 16 A PO SR
1 MIC N 5E , 25 2R /s BUW W e 22 19 O fili ¢ v 76 11
BR, U R 15 A B 6 2 O Sl AT TR B
R A5, 5 A PR AR ST 2 T e D AR — B
F18 0 5L T X Sk 6 IR 1] 0 245 1) MIC.o, 249 S 52 T il 791 114
8 ~ 16 17, &5 R R WA I N AR rh (HLRE I R 58
240 B A SR R AR X Sk R R B B T A R 25, X 7
TR R v o 52 5 T 0 Sk At IR R ik i nag 1 4 A
(6: 1) AT LU T3k 60 WK il 4 50 07 if 245 58 2 36 7
WHFEZ—

it

f

S FLIRE T 20 22 70 4FACH H 7R Toyama fb
SN T AT RIE A B L LA A (R
T At Sk A 28 T A RO [A],  4n 2 50 R
1 ~3 g, B HEZY2 ~3 K0 Trp H R ™ E R,
s B YR R B R AR A 2 B B R P
WA 2 o AN, I HEE R A, A 2 20% 24
Yy i B B, AL, A 24 ™ S I A R e

JIT 55 I B B A I A R e I 25

b, e 2L HH A 8 3 R B R B B B Aronoff 2 3R
F 1984 4E")  FLIE 1986 H 7 i 1 2% B BF 5% 7 4k 9T
FAH A TG 25 i Tl Ak X s ph gl i i 1 At [ 30
5 R 7 P b T A B I R o A L A
S B A BRI PR T2 A0 S 40 4R A8 I i 50
— B ARFEFE ok vk, 2014 41 FDA HEfE 19 87 10 2y
il 7] Zerbaxa Injection A Sk 7 3% $ii 5 fth me (4 3H (19 &2
J7 30, 2T 7 b 0 R By b T U B A e B3R ) 4
A R A A AT AT 4R 1 X T 24 B A ) o
KREHERERENEN . X RIEZEMATFE RSN a
IS B- PN I B It 35 T ML) % 410 il 3 55, Bhattacharya
AR UG 4 SR A rP R o A T b e £ 4E A A
FR AT ) 43 B B, AT 4 [ 3 [ R 0 S B T o 3
JIT A8 AT ) 551 X2 bR R B 0 2 A T S T A ) G
AW, AR EAEX AR, B s —
Bi7 £ 9 e T 2 M 2 2R B0 40 R 55 | 40 o O b

KA WR R 4 28 455 R B L, 29 80% ~95% Il
U, EHS AR, ARG
3 g, WK R LE T E 15 min, 8 h WML 25 W E N 9 pe-
mL™" 12 h 2 pgemL " AR IR P 24 24 5h 2/ 2
R2# (PK/PD) BS  SAR G 25 3 o FFEETHIE > 15 min,
bid , %t F MIC <8 pg-mL ™" ¥ K43 20 B A He 5 B

r
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AH f) 3K B AE >R ( probability of target attainment,PTA)
Sk 0 R TR 4 075 D T B I 7 T 0 4 1R B TR A
UF BB G M, TR G g I R R
JIEL 3 JRR e R R WA PR AR G i . AR E T H R
FIEE A B BLT |, 25 56 T S Sk £ IR A 4 s e 12
AN (6: 1) bid L 25 )7 BOMEE bk, SR8 4:1
WE FE F AL, bid i PR A T BE S J7 4, BR AP N D1 484 4
LN B L R LA e S A= B (N R E
B EE 2R B E  , O 3 g, RS R L 2 9 RE v, X
i MIC S ] A 002 B0 T8 B A 398 19 3 B g
558 VHC L b 85, T8 55 Sk 90 R R 493 i ik 12 35 44
(6: 1) By flome 0 3H A9 I FE 2 0.5 g, 5 H Al ik (2
it el e L 3H B, B W AR 45 2 0 ) B
PERIR SR, M0 82 145 24 77 58 v by e 12 3H ) 5y 1K
0. 125 ~0.25 g, b 5% T Al 19 Ath e [0 3 7 Fofr v At
W L HH A R, n] B I vk PR IR ik B 4R 2 410 ) il 35
MIPER o SR A AR IR 4 S K 4 T, 1 5 A Sk A0 OR
Pl £ At e 12 3H B (62 1) TR Y7 b BE R AR 4
SN R R A K, 5 TR 26 A T B AT R
B, g it ) it 24 TR G R A T R e A AL .

TEAE 25 BPEPEAN b, A 30 3 ST RUHR bR AL
W HBIRIT ARG (7 £2) d, 536 FE 45 5 )50 2
WHIRYTY d 3 ~d S FANRYT 45 iR B 17 Al A 22
S RV U AT 3 ~ S d AR AR
AR HOM B 1A RE R A AR B AT A 7R )5 0K
G v Rl DL R e B 3 B R AR B PR A
TR S RS, AT O A7 1 240 T B AT 1 AT 0 2
WEE Mg 1 MIC, 73 15 04 Dt 1 X Sk 60 WIR F] 53 24 11
MIC,, 2 3 52 75 il ) 9 8 ~ 16 4%, phy st AT WL, 42 75 7
FIR SN B E ER  2

AT R T R B RR 2 (A R A, A
SRR T T HIL A 2 B R YT 24 W R P XA R
i 25 B P RE I AS B A R AR A B, R
& 2R BIGCE 259 1 4 2%, B 200 400K 39 R 2B
T, A 1) B R T 245 T ) SR g B A5 S 6 WIR P 3 A
i 1 D s A B Sk FRL 28 ) I B AR R 2 AE AR KA
SRE il 245 T B A TR A AR AR AT 0 BE (Bt A 5T 10
) 52 JRAT ) WL R A 15 2 e R Ui B — R B i 3 05 AT LRI
FAE CEHE AR WM AT — AR EE B X i A KRR E
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A IRBR IS B AR A AT AR ME A P RN RO R A
H—BEBE T M AL EFE AT LR 7 BB R AR
AT 5 95 BR A B I B e ) 55 AR AT R O AR VR
757 FAE R F AT DU AN R IR e X BR A R AT R 5 AR bk
% 272 5 PR Ji 2 I 5 28 SO B e IS5 BT AR 7R B R T
A GET A B SRR )N DT EE 2 A M B R ey AR
NFHIR I
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