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AEERIE 20 DL R & L, PRI & U7z BRRSERK -
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WU ToOO~@% gz TEEL R L Uiz, ORBKEG:
FERE LT, S8, HERIE, WREYLERE, BUR, MR
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HHERAEE O BH, R AR BE, BBRERSH
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Piperacillin (PIPC)

Chemical structure of tazobactam (TAZ) and piperacillin (PIPC).
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WERRT % & # 2 5N 55875 380C LLET, 22DlRES
PERIEICHER T A B Fhodh 5 BEI2iE, 1 H 30K
WiE OTEEZRRY 8 M MIME TS L7z,
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TR R L 72

2) P

WIS HME Lze 270, AEFHLORIL
S EG IR ERER S SN AIEZORY) TR
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DY) ERHE VITHE S THIMERED 7 L — F2HE L7z,
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T HREL L OCHER IS T 2R 2w e LT, [#F Table 1. Patient profiles

N, TARN], THR] o 3BERETHE L, PS
3) ;(fm—[;ﬁ '_%AE,J ,)-dj " Classification Parameter N=60
ARIBBRHE T HRITHEGIMRET 12T, UTI 38031 25 Gender Male | 33 (55.0)

(B AEER) OMEFIRE (WOl ek’ Female 27 (45.0)

ZHEV, R GRT I E 7213 IR B0 2 M 2 4Bk Age (y1) S8 20 (333)

DR %, TH%] F7203 i) (HsE L f = - gzg
7B, BMRMNESB L OCHBEFENRIRICOWT, s Weight (kg) R 38(633)

HHTWTNOHED TELRwgEE [HEARE] &L TS T e s

720 . . Pyelonephritis 31 (51.7)
4) HEREZ Diagnosis Coystitis | 29 (483)
BEEEE ORREMREERD Y |, [£5HRD 1 ], . Mild | 8(133)

[ATAEtES Y |, TH5BRE L] 27208 TBEEL] 05 e e | Moderate | 40 (667)

BB CHIE Lz, IR E O INRBRRAS, [ Y Severe 12 (20.0)

(% BRdY ] Tk MDY | LHEshizbo Indwelling urethral stent | o |- 55 (O17)

% BV % 72 (BRI & L CI) $o 720 yes 583)

8. FEFIOWLY o & s intermient wrethral LR o
PR L BRI AT FUCHER S R IR &1 . 00
BWT, BERETEMSEISMG L 72ER 2 & oflE - §F Dosage (times a day) T s ooy

i D Z 2SN DWW TIRET L 720 SEFIMGET & TS FHIH Renal function before Normal 60 (100)

IZOoWTIE, BREEEMSICHERZIT-729 2T treatment Abnormal 0 (0)

P ziEE L7z Chemotherapy just No | 55 (91.7)
9. MEHRNT before treatment Yes 5(8.3)
TN REFZ U T O L) IZER L 72 Concomitant drug No o |Aen
D AHREFEMICE T 52 R KOMIT A RER [full Yes 56 (93.3)

analysis set (FAS)] ; 2%3) —————
BB ML Edh S h, BEBigs b B T ey

DHL, WREBICEHLEHICE 2EH UTI group (G)* B 17 (383)
2)  IRBREEHEETIE I E A L oS 4 [per protocol 5| 233

set (PPS)] 6 | 20 (333)
FAS®9H %, EFE#EZGL-L, LT O X9 2IEREE ] 4D

il KI5 Ll s n s BE Lk CHER Grade of pyuria I 14 (233)
OB FEHEEICH LT LD 3* 42 (70.0)
@PF BRI YT 5 b0 ?0 ,,,,,,,, LYo
@':PJL%$ K;E;leul T % i)"ZPJJ: Lot %) D Grade of bacteriuria ; 12;?126 ?Sji ”””
O - AR - G R OBREIER L2 0 (cfu/mL) e ’”6’@.’6{"
GFGH T F 7213 P LR O AR R O H € H347 T 600

bhTwiwvb o <37 22 (36.7)
3) Gl MR A R Maximum body zs-<ss | 18(00)
HEREEDS 1 ML G- 3, BasigsfrbhiiE Temperature (C) Z38-<39 | 11(183)

X il = 39 9 (15.0)

| A 2 . No 12 (200)
LRI et e 7083)
Unknown 1(1.7)

AR BRI AL A A 72 BE T4 619 XTI TAZ/PIPC
(1:8) 2587, FAS 134 74 1, PPS 13 FAS 7° 5
14 B2 A L7z 60 BITH o 720 PPS 7 & OFFMTERALEL
HONFI, FSHEEE 461, %5508 B E 361,
Al S s S 2 B, BEIISE - BRFIEEHE R 2 B, P8 515
R WA 160, AT O 1 F1B X 085 B 2

*G-1: Monomicrobial UTI with catheter indwelling, G-2:
Monomicrobial UTI with postprostatectomy, G-3: Mo-

nomicrobial upper UTI, G-4: Monomicrobial lower UTI,
G-5: Polymicrobial UTT with catheter indwelling, G-6: Po-
lymicrobial UTI with no catheter

()%



66 H KR AL % #F 3 % & M Gk MAR. 2010

Table 2. Overall clinical efficacy

Subjects Excellent | Good Poor Efficacy™? (%) 95% CI*°
Overall clinical i T i
60 39 : 20 : 1 : 983 [91.1, 100]
efficacy ! ' |
(47)*! (32)*! (1) (1)*! : (97.9)*! ([88.7, 99.9])*!
Subjects Cleared | Decreased | Unchanged | Effect on pyuria®® (%) 95% CI
Pyuria : : ;
60 0 6 : 14 3 66.7 [53.3, 78.3]
Subjects Eliminated | Decreased | Replased | Unchanged | Effect on bacteriuria** (%) 95% CI
Bacteriuria : ] 1
60 58 0 : 1 3 1 96.7 (8.5, 99.6]

*1(') patient caused by f-lactamase-positive pathogen
*2Efficacy = “Excellent and Good” /Subjects X 100
*3Effect on pyuria= “Cleared” /Subjects X 100
*4Effect on bacteriuria= “Eliminated” /Subjects X 100
*5CI: Confidence interval

Table 3. Overall clinical efficacy by infection type

Effi
UTI group (G) Subjects Excellent Good Poor (‘;C;Cy
0
Monomicrobial 38 24 14 0 100
1 UTI with catheter indwelling 2 1 1 0 2/2
2 UTT with postprostatectomy 0 — - - -
3 upper UTI 19 12 7 0 100
4 lower UTI 17 11 6 0 100
Polymicrobial 22 15 6 1 95.5
5 UTI with catheter indwelling 2 0 2 0 2/2
6 UTI with no catheter 20 15 4 1 95.0
*Efficacy= “Excellent and Good" /Subjects X 100
Table 4. Overall clinical efficacy by patient profiles
Effi *
Classification Parameter Subjects Excellent Good Poor l((:;;: v
(J
Male 33 25 8 0 100
Gender [Tl oooofSooToonponsooooosoooieos
Female 27 14 12 1 96.3
41 < 65 20 10 9 1 95.0
Age (Yr) [ TTITTTTTTmTTmommpooomooomeoobeeooossooossfooooooooopooooooooofooooooooooooooos
ge T = 65 40 29 11 0 100
<50 14 7 7 0 100
Weight (kg) =50-< 70 38 27 10 1 97.4
=70 8 5 3 0 100
Pyelonephritis 31 18 12 1 96.8
Diagnosis =~ [rrorTooommommmmmopeoom oo oo oo ofoooopooooooooooooooos
Cystitis 29 21 8 0 100
Mild 8 5 3 0 100
Influence of disease ~ [7 7" 7T T T T T T e
. K Moderate 40 30 10 0 100
underlying infection — f-----o oo mo o
Severe 12 4 7 1 91.7
2 54 34 19 1 98.1
Dosage (times @ day) =777 7777 m oo
3 6 5 1 0 100
Chemotherapyjust | No | S S o oL B2
before treatment Yes 5 1 4 0 5/5

*Efficacy= "Excellent and Good" /Subjects X 100

LBITH o720 REVENT I RERIET4HITH o720 2. BEHER
PPS 60 #l 0 BEHFHH T %2/R L7z (Table 1)o 4FE#ED
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Table 5. Overall clinical efficacy by causative organism

Causative organism Subjects Excellent ‘ Good ‘ Poor Efﬁ(c;).o)c v
Monomicrobial infection 38 24 14 0 100
Gram-positive bacteria 11 5 6 0 100
Staphylococcus aureus (MSSA) 1 0 1 0 1/1
Staphylococcus epidermidis 2 1 1 r 0 2/2
 Streptococous agalactiae | o e o | s
 Enterococcus faccalis | - s | s o o | 33
Enterococcus aviom | TR 1 o | 7
Corynebacterumsp. | - 3 | 2 o | 33
Gram-negative bacteria 27 19 8 0 100
Escherichia coli 20 14 6 0 100
Klebsiella pneumoniae 1 0 ' 1 r 0 1/1
Enterobacter aerogenes 1 1 | 0 r 0 1/1
Enterobacter cloacae 1 1 | 0 r 0 1/1
Proteus mirabilis 1 1 | 0 r 0 1/1
Enterobacteriaceac | TR L o | s
 Pseudomonas acruginosa | 1 0 o | s
' Acinetobacter calcoacetions | 1 0 o | s
Polymicrobial infection (organisms) 22 15 6 1 95.5
2 17 12 4 1 94.1
=3 ] 5 | 3 1 2 o | 55
Total 60 39 120 1 98.3

*Efficacy= “Excellent and Good" /Subjects X 100

S+ A E A 2503 684 = 14.8 7%, WLl 1 725 7% T H
0, 65 kLl EDERE AT 66.7% (40/60 1) % L7z,
1k B LB 25517 % (31/60 f51), 4 RE T 1B M 4% A
48.3% (29/60 f5l) Td o 720 JRIEDIEBER B O KGE
BT EEORE L, B 133% (8/6061), o E%E
66.7% (40/60 ) B & O HIE 20.0% (12/60 ) TH Y,
KEBGHHEIELLETH o 700 BEBRBEOHLLG MENIL, 1
H 21 90.0% (54/60 #1), 1 H 311100% (6/60 ) T
B o 7o B-lactamase AW Z JHEK & 5 5 B F1E
783% (47/60 1) TH o7z,

3. ARME

1) HBEERRR

PPS 12 B1F % IRIRDIEFILAIZ 66.7% (40/60 1),
WIROBEMHEALEEIX 96.7% (58/60 1) TH Y, T HHs
L 2 0 HE SN RAE IR ROARZIZ 98.3% (59/
60 %1), 95% 13 #H X 8 12 91.1~100% T - 7z (Table
2)o

2) B BIRRBIE B A AR RN R

WREREBHN OAREIL, HEOHERYE B1~47)
100% (38/38 Bil), Hiki &g (BES5MEEL X U5 6 #F)
955% (21/22 %) T, HT—T VIERERER (5 6 )
LB RN CH -7 T2, HT—T VABHIGE1#ES
LOESHABITIX, FEX 1B, H%)3HTH -7z (Ta-
ble 3)

3)  WRETRIRA EIR AR

BB DOHRENE, BHEEE %€ 96.8% (30/31 1),
BT 25 100% (29/29 1)) Td o 720 REEDIEFER
BOBRIIEICKITTHBEORENOARFIL, BIE
100% (8/8 %), HE:HE 100% (40/40 B1) B X " HAE
91.7% (11/12 1) TH o720 HEREHNOARZEE, 1
H 211 981% (53/54 1), 1 H3M6/6 ThH-o720 HB,
1 H 3[R 5-8E37h  FEEAE O JEB 2 S WL 12 v
7258 E0dHBERFTH -7z (Tabled),

4)  JEU R T A B R R

JEHE B OB REIE, HER &S 100% (38/38 1),
2 WM& S 941% (16/17 B1), 3 WAELL LE&S5/5 Tdh
0, ERY 1 NI TEIROM IS X ) Bk L W E Sz Es-
cherichia coli 2% (MIC2 B X "4 ug/mL) 12X % 2 Wifd
EG DB RSB E T D o 7o R S 38 Bl
9%, E.coli WRNW TH - 72 BHE 20 Bl % 5D, &b
%% 72 (Table5)o %3, B-lactamase pE/EHMHES
IR AL 979% (46/47 ) THh -7z,

5) MIBFRIR)R

JEHBE 7 7 2B R 37tk L OV 7 A BEPER 50 #k
DFEF 87 ¥R T, FRJEIKE L E. coli 31 ¥k B & UF Enterococ-
cus faecalis 17 % T, MICHHIZZ N ZN 1~64 ug/mL B
X U2~8ug/mL Th o7z, % B, Pseudomonas aerugi-
nosa 1x 4 R 2, MIC fili 1% 4~128 ug/mL T&H -
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Table 6. Bacteriological effect

Eradication™ (%)
Causative organism Strains B-lactamase | B-lactamase Al
(-) ()

Gram-positive bacteria 37 30 (30/30) 100 (7/7) 100 (37/37)
Staphylococcus aureus (MSSA) 2 1/1 1/1 2/2
Staphylococcus epidermidis 2 1/1 r 1/1 2/2

Staphylococeus capitis | | I T o
' Coagulase-negative staphylococci (CNS) | 5 | v aa | 55
Swreptococcus agalactice | 3 | 33 | 33
astreptococci | 2 | 2 S A a2
" Group D streptococcus | | o v o
Bwterococcus faecalis | 17 | 1000717 | | 1717(00)
Enterococcus avium 1 1/1 r 1/1
Corynebacterium sp. 3 3/3 3/3

Gram-negative bacteria 50 4/4 95.7 (44/46) 96.0 (48/50)

Escherichia coli 31 1/1 | 93.3(28/30) 93.5 (29/31)
Citrobacter freundii | 2 | i o2 | o2
 Klebsiella pneumoniae | 3 | o2 T 33
Klebsiellasp. | I T o
" Enterobacter aerogenes | 2 | i o2 | o2
" Enterobacter cloacae | | I T o
Serratia marcescens | ] I T o

Proteus mirabilis 1 1/1 r 1/1

Enterobacteriaceae 1 : 1/1 1/1

Pseudomonas aeruginosa 4 : 4/4 4/4
 Stenotrophomonas maltophilia | | I T o
 Acinetobacter calcoaceticus | | N o o
CNFGNR | I o o

Total 87 100 (34/34) 96.2 (51/53) 97.7 (85/87)

*Eradication (%) = “Eradication” / “Eradication and Persistence” X 100

720 EIROWMHEFIL 97.7% (85/87 k) TH Y, fifih
R —ER 2 SN SN EKREHE SN E coli 27
T, MICHi328 X M4 pug/mL TH -7z (Tables6,
7)o

JENH 87 #kd 9 B, B-lactamase MEERIX, 7T LW
PER 7B L7 T AEVER 46 #ROEFS3 HRTH - 72,
NS OWHRFEIX 962% (51/53 k) TH 0, fEkmid
FaR L7z E. coli 2 TH - 72,

4. &M

GEAVERNT N R AL 74 BB T3 4 <, F OO EE
RAEERRIBI L hh ot T, AERZOFRBUC
X B9k BiE o 72,

AEFHGIT 74 FIrh 37 BIO B 64 TFRIL L, FEHE
1 50.0% (37/74 B) TWINHBEEF 2P EETH -
7oo AEHZO O L, BIRMAMEELEL 14 B0 EH
W22 RSB L, FIEIL189% (14/74 ) TH - 720
FEBIRADT 3% U LD EHGIRMRER TIZ T 25.7%
(19/74 1) B X OGIE 8.1% (6/74 1), EEIRMAME R H

ZHTIL y-GTP 15 85% (6/71 #) B X UALT L5
41% (3/74%1) TH-7: (Table8),

AIE L OREERIEGETE R VEIER X 74 B 25
Bl BT 36 HF5BLL, FEBIZIT 338% (25/74 ) T
holze TDHH, MKMAMIEE L 10 FloBHIC 14
PEFEBLL, JEBIEIL 135% (10/74 B1) TH -7z, FEB
A3 3% DL b o EIER N BEAEER T T 21.6% (16/74
Bl), BREMAE RS Tl y-GTP LA 85% (6/71 #1) 3
XALT 1H41% (3/74 1) TH -7z,

m. £ =

TERETE PR 6 B GRE T, RN ASZ I 12 b 72 ) SRR
BOREPBEZ L IR R L7720, BEHETLICEF O
B, BHEEB L OGBSI OWTHaMET L2)
ZCHEBRAT ) LED D 57 BVIED 5 VI MHED &
PEREERNC I HEEIC L 2V ¥ ) v 2 B BIIGT 5
WO, FORR, JRIRANRYZ FIVTHROWIIH T 2 43 5 A
EINT B2 EAMERINLIEED L VIIHET L1
HESIRIL R 1), BEAEVEBRIDE 2 IRRE ISR & 2 BT
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Table 7.

Relationship between MICs against causative organisms and bacterial eradication at the end of treatment

MIC (ug/mL)

Causative organism

<006{012{025: 05 1 | 2 | 4 | 8 {1632 64 | 128 | >128 | Unknown
Gram-positive bacteria 2/2 1 1/113/313/31 2/2 1 7/7 [14/141 4/4 ) 1/1 | P |
Staphylococcus aureus (MSSA) : : /1 1/1 : : : :

P11

Corynebacterium sp. ‘ ‘ bo2/2
Gram-negative bacteria U111 P11/11021/22} 4/5 ©3/3 0 1/112/2{1/1{1/1} 1)1 1/1
Escherichia coli 9/9 116/17 | 2/3 1/1 1/1

Total

2/2 1 2/2 1 4/4 1 3/3 13/13 | 28/29 | 18/19 |

2/2 1221 1/1 1/1

Eradication (%)*

2/2 1 2/214/413/31 100 !

96.6 | 947 1100 2/2 1 2/2 1 1/1 11

*Eradication (%) = “Eradication” / “Eradication and Persistence” X 100

HEATRO=2—F 0 X RPUREE, HITE7 o 2R/50
AW F 72138810 B-lactamase FLEHIRLA~X= ) ¥ %
PO AHESE S5 o BUEVER IR 201213 — 212 38C
PLE oA BB TES HPTR A, 38C Koo I2138
HEEAHEIRE NS,

AR, BRI BRYGEOFIR T, ¥/ 0 v RIUA
3, b7 ARPUEWHE, HUNRRLRPUAEWE T 7
&7 3 EAEARSE IS T B ER IR BIA A S, BRI
DREGZFHRE 2> TVWAEDY, ThiFZh S ENTE—
EIRFE L UCHER I SN T E M E~OBED
RES—HNEZEZBEND, ZON0, TiHTER B Z Pk
THBRNS, FRICHEE - HEATERAYE W3 38
P e LC, Rl RoRR2 =) V%
PAWE R EOMHPLENRTEY LrL, ENTK
BEINTVER=Z VY VRIUAEWE OF MmN
NCTHEHARTH Y, 512 B-lactamase AR IC L 5 &
JiE - HEARTEIKGE S L CH o R B R IR c & 7
Wiz, ZOMFBEIMEN E VAR TR LT E 72,

RIE L IBALLDR RS TAZ/PIPC (1:4) I2BWVWTD
HEMEVE R B A (33 B AR & L TR S LT v/
bOO, HIE - BEARTERYEICH L TG E D hwve
RSN T W20 L2Adso T, BEMEVE IR R R GE 103
HIYEY v 7iEEE LT 7 2 A RBUEWE, ¥
ORI T 2213 H NG A RPUEWE L REE
R ¥y 7 HEEOMER T TRETREE T
1213, X512 TAZ/PIPC 4512 PIPC 5% H T 5 2
b EEZ LN,

SIS OFEIRIIC S AARTRERIE, B IR B R AE 12
4% TAZ/PIPC (1:8) ®145¢g, 1H2 72133
[ 5 HEPG1C & 2 H8MES X O %aetz s 2 By
THEML7z. ZORE, BHEBKEOARZIZ 983%
(59/60 1) T, Z® 95% BEX M 91.1~100% TH -
7zo F72, WITHEFRIL 97.7% (85/87 #k) TH o 7zo M)
B, PEROMEIC XY Bk E HE S N7z E coli 2 478
R L7z 7 — 7 VIR B OBMIE R RS LB E 1T
Y, ARIGFHET Bl ARIME B IR RE O JifT % 2
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Table 8. Incidence of drug-induced adverse events

Relationship*1 ~ 5 Relationship*1 ~ 4 Relationship*1 ~ 3
Adverse events (SOC/PT) Subjects Incidence** Incidence** Incidence**
Events Patients Events Patients Events Patients
(%) (%) (%)
Infections and infestations 74 4 4 5.4 2 2 2.7 1 1 14
Fungal skin infection 74 1 1 1.4 1 1 1.4 1 1 1.4
Nasopharyngitis 74 2 2 2.7
Septic shock 74 1 1 1.4 1 1 1.4
Psychiatric disorders 74 1 1 1.4 1 1 1.4
Insomnia 74 1 1 1.4 1 1 1.4
Nervous system disorders 74 7 7 9.5 3 3 4.1 2 2 2.7
Headache 74 6 6 8.1 3 3 4.1 2 2 2.7
Dizziness 74 1 1 1.4
Gastrointestinal disorders 74 23 20 27.0 19 18 24.3 17 16 21.6
Constipation 74 1 1 1.4
Diarrhea 74 20 19 25.7 19 18 24.3 17 16 21.6
Stomach discomfort 74 1 1 1.4
Hemorrhoids 74 1 1 14
Skin and subcutaneous tissue
. 74 3 3 4.1 2 2 2.7 2 2 2.7
disorders
Urticaria 74 1 1 1.4 1 1 1.4 1 1 1.4
Dermatitis contact 74 1 1 1.4
Rash 74 1 1 1.4 1 1 1.4 1 1 1.4
Musculoskeletal and
L . 74 1 1 1.4 1 1 1.4
connective tissue disorders
Shoulder pain 74 1 1 1.4 1 1 1.4
General disorders and
. . . .. 74 3 3 4.1
administration site conditions
Pyrexia 74 2 2 2.7
Oedema peripheral 74 1 1 1.4
Investigation 74 22 14 189 17 13 17.6 14 10 13.5
Blood creatine phosphokinase
. 74 1 1 1.4 1 1 1.4 1 1 1.4
increased
Blood alkaline phosphatase
i 74 2 2 2.7 2 2 2.7 2 2 2.7
increased
Eosinophil count increased 73 1 1 14 1 1 14 1 1 1.4
Hematocrit decreased 73 1 1 1.4
Hemoglobin decreased 73 1 1 1.4
Red blood cell count decreased 73 1 1 14
L h hol
ymphocyte morphology 73 1 1 14 1 1 14
abnormal
ALT increased 74 3 3 4.1 3 3 4.1 3 3 4.1
y-GTP increased 71 6 6 8.5 6 6 8.5 6 6 8.5
Red blood cells urine positive 71 2 2 2.8 1 1 14
Blood potassium decreased 74 2 2 2.7 2 2 2.7 1 1 1.4
Blood potassium increased 74 1 1 1.4

*1: Certain, 2: Probable, 3: Possible, 4: Not likely, 5: Unrelated
**Incidence (%) = Patients/Subjects X 100

WL L7-Zens, REWOLOEBHICEELEE  BH955% (21/22 #1), B-lactamase ¥ 4 W # H E #
TholtEZbh b, 97.9% (46/47 B1), 57— T VEEBE 4/4, FFNEHE %KY
FEOGNFEELERNFINCRTAL L, BERERYE  BE 44, REERNECERT 2821 0H51H3
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Table 9. Overall clinical efficacy of TAZ/PIPC (1 : 8) and TAZ/PIPC (1 - 4)
Study drug | TAZ/PIPC (1:8) | TAZ/PIPC (1 :4)* | TAZ/PIPC (1 : 4)**
Item (%) (%) (%)
Total 98.3 (59/60) 85.5 (47/55) 81.4 (96/118)
Efficacy (%) [7 ottt oofoSoooooooooooooooooooooos
B-lactamase™ ** 97.9 (46/47) 80.0 (32/40) 78.7 (74/94)
Effect on pyuria 66.7 (40/60) 49.1 (27/55) 39.8 (47/118)
Effect on bacteriuria 96.7 (58/60) 81.8 (45/55) 76.3 (90/118)
Total 97.7 (85/87) 93.1 (81/87) 91.0 (193/212)
Eradication (96)  [-=-----rmmmmmmmmo s oo o oo
[-lactamase™** 96.2 (51/53) 91.8 (45/49) 89.1 (115/129)
*Comparative study versus SBT/CPZ
**Comparative study versus PIPC
*#% [-lactamase-positive pathogen
M5 BHE6/6 % L, BiE - #H LIRS SN BAIC IHESI R EETHY, ThE TERNO TAZ/PIPC
DARMESRD bz L7zh > T, RFL B-lactamase (1:4) TR TRDOLNTVWD D LFHEBETH D,

AR ZEL T 7 ABEER»S 7T AR

Wz BiE

RAMORNER L %o 720

JA TR & R R R & 3 2 B R B RS L) L CE H
THY, FEIE - BEHEEERIE D F o THMESHIfFc &
LEATHDLEEZ LN,

AR L TAZ/PIPC (1:4) OEEAERE (SBT/CPZVE
X OV PIPCY? & 0 JLiiklif) % Table 9 1278 L7zo ARYEH
IR IEFALSE, MR R b B X ORI OWT,
Wb ARFEIE TAZ/PIPC (1:4) 2 K& B> Tw
720 MK ORERIZ & D12 UTI SR FRAM I HE 2 %2 B %
WKWEBENTWDEZ E0 S, EARKICIZFAERBERT
HMEESNhTwWBEEZ SN, 2721, STHORETE
seE g IR, HERAO X ) BIRBEIEGERE 72
RWISEGEERZE OMANZBRINT 52 & T, EFAO
BTG L3R ) 2 R WIBERFEORMANZ W HER Y
PEBR U CEM L 720 F 72, RSO IEHER B O BRYYEIC
BB ORI ORIE R F 7k E LE L 72RE, b
SERELL E O BHEHT86.7% (52/60 B) & iz, LizAio
T, ABETIE, TAZ/PIPC (1:4) DB X HEAE
BEORRLHVBEHEB Ttz Lofiigshsd,
DL RBEFERCLPHDOLT, X EOERRIE
bh7zZ Lk, TAZ/PIPC (1:8) OAFMMEEHS 2
RLTWAB D EEZ b,

—J, BEMIIOVTIE, REBTRETIERL, Z
OO EELAERRL L kb olze HEHROIE
BIZ13 50.0% (37/74 181), EIVEH O3BLEE 33.8% (25/
7461 THY, TAZ/PIPC (1 :4) [KifkHEIR 4.0% (75/
1,897 #), ERRMAEILE (KRR BIRAH ] 2 &)
11.8% (215/1,815 1) 1 IZLERTEEDTEHHE Z R Lz
F 72, IRREERAEEE S TRICO VW TIE, #E5EENS
{ %572 TAZ/PIPC (1:4) WCHA_BEHEI EHT B
LN S NS, AR REM A fE SR 1 TAZ/PIPC(1 :
4) LFARBEORBR, THIZ216% (16/74 1) THY
TAZ/PIPC (1:4) ®1.3% (25/1,897 f5l) 2R THEW
BERThHolze 127L, ThHE2EDTXTORNEH

DLk, ARSI R B & e L2 L C TAZ/PIPC
1 :4) L RS LoARESIIFFTE, BEEF XER
PREISEICH L COHFHATH L EEZ LN, T2, %

SMICE LT, RME A EEELRBIERB X OEER
FMEREIIASNT, TRXCORWERIIRE £ 7213445
ETHY, zlsﬁ:}ﬂ*%—i IEMICV A7 2D b OTIRE
Mol TOXIINT, EIE - BEGEE G T BT IR
BHEIZH T 53 %%kaTAUHHN18>®mwﬁ
AR SN2 LD, #3, 4 1AL 7 = 2 /P4
MR A VN A LR E & RS O RRIR AL E AT
THHATE A=) VRVUEWH L LTAEO TR
W EEZ bz, BHEEREREGGE R 5 5 ARdEDff
Aok, BASEAMER O FEIC X % extended-
spectrum B-lactamase (ESBL) AR &R & &II L& L
2P B OB IR C 005 2 IR IR S,

WO

RIGERDFEREITHEL,
BREATIEERT O 712
ik DFTIR) o

7] B R e B 1 ] 25 Rl i B WA R 2 B P EF 34T,
WAL N ZH L SR R AR Bk EE, HET
SARAWBEWIR AR KA, M ATEGE A S )
FREARALBERE B 7 S Be R AR A A, e
VU RO e R g B AT — B8, R ABEMSIR
B WREEF 7 U =y 2RSS IR, &Lz
I REPE W R R JoIREE,  ARER R Be R AR

NS | RV AR ALY Al 0y 4D R ()
CIEH LT (BN, RERE

ANRAGE,  RIEH R B R &R RAEERN, TRl Sy
I N BE iR A, = H RN Beis IR R

BT, AR Az A S DR B S A S PRERAD
Fhgsibeib R RE YRR, b R B R 2

EEPEE—, BRI R SR B REL, IR
Rombeb el Priviedl, EIRFE NI R R SRR 22
PR B R A TR, AR N BE A IR S Bt



72 H KR AL % #F 3 % & M Gk MAR. 2010
NNBESE, LIRS Wb IR YOI, &1l PR W, RO A K54 >, thfilde

WL SRR R BRI, AT RIS R, 200518692 -
B PR R FTAK 8) Ef%£¥ L IEAI T 2 Hnc BB SRR 2003; 51:
X ﬁ* 9) RAAMENE : FEYMENC B I Mo Habk & Bk
1) MHEE, NEER, NEREE—, JIEITHE, 7k 2002; 29: 21-6
Oy, 3 AL UTT SERDEFm e (55 4 U 2 %) - 10) fEMIfRIG, REEHT— @ WRZAFRHHI. BRR &
HAb#F &5 1997; 45: 203-47 2002; 29: 39-46
2) Clinical and Laboratory Standards Institute: Per- 11) REE:G—, AR, REARPIHH, L, mawH,
formance standards for antimicrobial susceptibility IR, Al A MEME IR B YLEE L2 %) B Tazobac-
testing; Fourteenth informational supplement. M100- tam/Piperacillin (TAZ/PIPC) & Sulbactam/Cefop-
S14, 2004 erazone (SBT/CPZ) & ®It#ik, V6 H AW IRZHE
3) HALFHEFREEHN R EME TR S il 1995; 57: 339-59
T X BIRBERNC B 2 BIEH, BRSSO 12) REERG—, BRI, REARTIN, Prieki—, BIar:ar,
H k%, Chemotherapy 1991; 39: 687-9 MY FH 5, Al o B IR S & Ge i \ 2 %9~ % Tazobac-
4) AARMFREFREERNEEERFTEZRS A tam/Piperacillin (TAZ/PIPC) & Piperacillin (PIPC)
HNZ X B IRBEBNC BT 2 BIMEH, BRSO & OIBGEAER, 6 HARWIREFFE 1995; 57: 360-83
HoE RO —F T, HALEEREE 1995; 43: K UH 13) REIERK, FEMiwHE, WK |A, AMRR, TRELR,
5) MARTEH : HRICBITEHA FI A4 Vo ALFHPEDMHE WA, Ml UTT FERhFHmAHE (55 3 M) o Chemo-
1% 2002; 18: 100-7 therapy 1986; 34: 408-41
6) AR REEEYYE, BARREL Y2 — 2002; 121: 14) Bernstein ] M, Campbell G D Jr: Treatment of pneu-
162-8 monia and its implications for antimicrobial resis-
7)) SRNEl—  WIREFHEGYE. H ARRGES 2, HAAL tance. Chest 1999; 115: 15-25

Phase III tazobactam/piperacillin (1 : 8) study in patients
with complicated urinary tract infection

Soichi Arakawa", Satoshi Ishihara”, Masaya Oshi” and Motoshi Kawahara”

Y Surgical Division/Department of Infection Control and Prevention, Kobe University Hospital, 7-5-2 Kusunoki,

Chuo-ku, Kobe, Hyogo, Japan

? Department of Urology, Kizawa Memorial Hospital

¥ Department of Urology, Tokyo Metropolitan Fuchu Hospital

 Division of Microbiology and Infection Control, Kagoshima University Graduate School of Medical and Dental

Sciences (Now: Kawahara Urological Clinic)

The clinical efficacy and safety of tazobactam/piperacillin [TAZ/PIPC (1 : 8)], B-lactamase inhibitor com-
bined penicillin antibiotic, at a dose of 4.5 g two or three times a day were evaluated for patients with compli-
cated urinary tract infection.

Overall clinical efficacy was 98.3% (59/60) based on criteria for evaluating clinical efficacy of antimicro-
bial agents on urinary tract infection (draft, fourth edition). Eradication was 97.7% (85/87). Among those
whose infection was caused by B-lactamase-positive pathogens, overall clinical efficacy was 97.9% (46/47)
and eradication was 96.2% (51/53). Efficacy was 98.1% (53/54) in patients administered the dose two times a
day and 6/6 in those administered the dose three times a day.

Drug-related adverse events numbering 36 were observed in 25 patients, at an incidence of 33.8% (25/74).
Main adverse events were diarrhea in 21.6% (16/74), increased y-GTP in 85% (6/71), and increased ALT in
4.1% (3/74).

These results indicate that advanced clinical usefulness can be expected in cases of complicated urinary
tract infection in TAZ/PIPC (1 : 8) treatment at a dose of 4.5 g two or three times a day.



