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Table 1. Patients studied

Patient Sulbactam+ Ampicillin Piperacillin x? test
Total number of patients 139 140 '
No. of patients excluded 37 42
No. of drop-out patients 1 0 NS
No. of patients evaluated for clinical efficacy 101 98
No. of patients evaluated for side effects 138 139 NS
No. of patients evaluated for clinical values 102 99 NS
Table 2. Reasons for exclusion and drop-out
Reason Sulbactam+Ampicillin | Piperacillin | x? test
Disease not included 1
Pyuria less than 5 cells/hpf 4
Bacteriuria less than 10* cells/ml 11 11
Infection due to fungi 10 11
Exclusion | Missed the time of examination 3 6 NS
Error of dosage 3 2
Error of pre-treatment or concomitant drug 4 1
No examination 2
Sub-total 37 42
Drop-out | Discontinued due to side effect 1 0
Total 38 42
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Fig. 2. Background characteristics of patients
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Table 3. Organisms isolated from urine
No. of strains (%)
Isolated organism x° test
sulbactam*ampicillin piperacillin
S. aureus 4( 23 5( 29
S. epidermidis 5( 29) 6( 3.5
Staphylococcus sp. 4( 2.3) 3( 1.8
Streptococcus sp. 1( 0.6) 1( 0.6)
GpC® E. faecalis 24( 14.0) 29(17.1) NS
Enterococcus sp. 4( 23) 3( 1.8)
Other GPC® 1( 0.6) 1( 0.6)
Sub-total 43( 25.1) 48 ( 28.2)
GPR"» 1( 06) 0( 0 ) -
E. coli 19( 11.1) 9( 5.3)
Citrobacter sp. 2( 12 3( 18
K. pneumoniae 12( 17.0) 9( 5.3
K. oxytoca 2( 1.2) 1( 0.6)
Klebsiella sp. 1( 0.6) 0( 0)
E. cloacae 5( 29 6( 3.9
Enterobacter sp. 1( 06) 7( 4.1)
S. marcescens 19( 11.1) 16 ( 9.4) NS
S. liquefaciens 0( 0) 1( 0.6)
P. mirabilis 2( 12) 6( 3.5
P. vulgaris 2( 12 1( 0.6)
P. rettgeri 1( 0.6) 1( 0.6)
GNR® Providencia sp. 1( 06) 2( 12) NS
M. morganii 2( 12 3( 1.8)
P. aeruginosa 26 ( 15.2) 25( 14.7)
P. cepacia 1( 06) 0( 0)
Pseudomonas sp. 4( 23) 4( 23
X. maltophilia 8( 4.7 7( 4))
Flavobacterium sp. 7( 41) 9( 5.3)
A. calcoaceticus 6( 3.5) 5( 29
Alcaligenes sp. 2( 12 4( 23)
Other NF-GNR® 1( 0.6) 2( 12
Other GNR? 3( 18) 1( 0.6)
Sub-total 127( 74.3) 122( 71.8)
Total 171 (100 ) 170 (100 ) —

» GPC : Gram-positive coccus
» GPR : Gram-positive rods

o NF-GNR : glucose non-fermenting Gram-negative rods
@ GNR : Gram-negative rods
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—ee== piperacillin
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=== gulbactam * ampicillin
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Fig. 4. MIC and B-lactamase activity (10° cells/ml)

U-test
sulbactam + ampicillin : piperacillin | * *
high | sulbactam - ampicillin : ampicillin | * *
piperacillin : ampicillin | * *
sulbactam - ampicillin : piperacillin | * *
low | sulbactam - ampicillin : ampicillin | NS
piperacillin : ampicillin | * *
sulbactam * ampicillin : piperacillin | NS
non | sulbactam - ampicillin : ampicillin *
piperacillin : ampicillin | * *
1 n 1 1 1 N J
1.56 6.25 25 100 400 >800
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Providencia sp.

M. morganii
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| —
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(): No. of strains tested

a) GPC : Gram-positive coccus
b) NF-GNR ! glucose non-fermenting Gram-negative rods
s

¢) GNR : Gram-negative rod:

Fig. 5. B-Lactamase activity
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TId P.aeruginosa DIYKEH 268 N34.6% &, s
R HAYERTH 5 7,

D&|C B-lactamase B4RE & MIPEFHIRNF L B
i% Table9I/RL 724f, EARENIEEEICHIRIHAEY
L 72388, wTucE WL mEMIcEFR210
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Table 4. Overall clinical efficacy classified by type of infection

No. of patient Overall
3 . Treatment :
Type of infection (percent of Excellent Moderate Poor effectiveness U-test
group
total) rate (%)
1st group sulbactam « ampicillin 12( 11.9) 2 3 7 5/ 12 41.7) NS
(Catheter indwelling) piperacillin 16( 16.3) 2 5 9 7/ 16 (43.8)
2nd group sulbactam + ampicillin B( 7.9) 0 6 2 6/ 8 (75.0) NS
- (Post prostatectomy) piperacillin 5( 51 0 2 3 2/ 5 (40.0)
45 .
k] 2 3rd group sulbactam - ampicillin 11( 109) 5 4 2 9/ 11 (81.8) NS
E % (Upper UTD) piperacillin 12(122) 6 4 2 10/ 12 (83.3)
Eg £
4th group sulbactam - ampicillin | 20( 19.8) 11 5 4 16/ 20 (80.0) NS
(Lower UTI) piperacillin 14(143) 7 6 1 13/ 14 (92.9)
Sub-total sulbactam - ampicillin 51( 50.5) 18 18 15 36/ 51 (70.6) NS
ub-tota piperacillin 47( 48.0) 15 17 15 32/ 47 (68.1)
Sth group sulbactam - ampicillin 17( 16.8) 2 5 10 7/ 17 (41.2) NS
(Catheter indwelling) piperacillin 21( 21.4) 1 4 16 5/ 21 (23.8)
5
B g
g % (Gé::‘:‘:::’ml sulbaictam - ampicillin 33( 327 9 14 10 23/ 33 (69.7) NS
EL i illi X 22/ 30 (73.
E - indwelling) piperacillin 30( 30.6) 8 14 8 2/ (73.3)
nb.
) sulbactam - ampicillin 50 ( 49.5) 11 19 20 30/ 50 (60.0)
Sub-total * " pieracillin 51(520) 18 % 21/ 51 (52.9) NS
Total sulbactam - ampicillin 101 (100 ) 29 37 35 66/101 (65.3) NS
' piperacillin 7 98(100 ) 24 35 39 59/ 98 (60.2)
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Table 5. Relation between effect on pyuria and bacteriuria
Pyurla Effect on
Cleared Decreased Unchanged bacteriuria
Bacteriuria Treatment group (%)
. sulbactam ¢ ampicillin 29 11 21 61 (60.4)
Eliminated piperacillin 2 11 17 52 (53.1)
sulbactam ¢ ampicillin 0 2 1 3 (30
Decreased piperacillin 1 0 1 2 (20)
sulbactam ¢ ampicillin 1 1 7 9 (89
Replaced piperacillin 3 2 9 U (143)
sulbactam * ampicillin 0 5 23 28 (21.7)
Unchanged piperacillin 7 2 21 30 (30.6)
Effect icilli 52 (515 101
on pyuria sulbactam * ampicillin 30 (29.7) 19 (18.8) (51.5)
(%) piperacillin 35 (35.7) 15 (15.3) 48 (49.0) 98
Excellent sulbactam « ampicillin 29 (28.7) U-test Mantel-Haenszel
piperacillin 24 (24.5) test
Moderat sulbactam + ampicillin 37 (36.6) | Effect on pyuria NS NS
erate piperacillin 35 (35.7) | Effect on bacteriuria NS Ng
ini i NS N
Poor sulbactam * ampicillin 35 (34.7) Overall clinical efficacy
piperacillin 39 (39.8)
Table 6. Clinical assessment by doctors
Treatment No'. of Excellent Good Fair Poor Effectiv U-test
group patients rate (%)
Sulbactam * 101 36 29 11 25 65/101
ampicillin (64.4)
59/98 NS
Piperacillin 98 26 33 14 25 60.2)
Table 7. Effect on subjective symptoms
Symptoms Treatment No.of | pesolved | Improved | Unchanged | U-test
ympto group patients mprov i
18 0 3
Ibactam ° icilli 21
sufbactam * ampiciiiin 85.7) (0) (14.3)
Fever NS
piperacillin 23 18 2 3
(78.3) (8.7 (13.0)
- 17 8 13
sulbactam * ampicillin 38
Urinary " P 447 @L1) (34.2) s
frequency iperacillin 28 10 6 12
pipe (35.7) (21.4) (42.9)
21 3 4
sulbactam * ampicillin 28
Pain on P (75.0) (10.7) a43) N
micturition . i 16 14 2 0
piperactiin (87.5) (12.5) (0)
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Table 8, Bacteriological response

Sulbactam * Ampicillin Piperacillin

Isolated x*, Fisher’s

organism no. of | eradicated 5 no. of | eradicated . test
_ strains %) persisted strains %) persisted
S. aureus 4 4 (100 ) 5 4 (80.0) 1 NS
S. epidermidis 5 5 (100 ) 6 6 (100 ) NS
E. faecalis 24 21 ( 87.5) 3 29 25 ( 86.2) 4 NS
Other GPC® 10 9 (90.0) 1 8 7 ( 87.5) 1 NS
Sub-total 43 39 (90.7) 4 48 42 ( 87.5) 6 NS
GPR" 1 1 (100 ) 0 -
E. coli 19 19 (100 ) 9 8 ( 88.9) 1 NS
Citrobacter sp. 2 2 (100 ) 3 3 (100 ) NS
Klebsiella sp. '15 12 ( 80.0) 3 10 7(70.0 3 NS
Enterobacter sp. 6 4 (66,7 2 13 9 (69.2) 4 NS
Serratia sp. 19 14(73.77| . 5 17 11 ( 64.7) 6 NS
P. mirabilis 2 2 (100 ) 6 6 (100 ) ‘ NS
P. vulgaris 2 | 2Q0 ) 1| 1a00 ) NS
P. retigeri 1 1 (100 ) 1 0( 0) 1 NS
Providencia sp. 1 1 (100 ) 2 1(50.0) 1 NS
M. morganii 2 2 (100 ) 3 | 3@00) NS
P. aeruginosa 26 9 ( 34.6) 17 25 16 ( 64.0) 9 NS
Other Pseudomonas sp. 5 5 (100 ) 4 4 (100 ) NS
X. maltophilia ' 8 7 (87.5) 1 7 5 (71.4) 2 NS
Flavobacterium sp. 7 6 ( 85.7) 1 9 8 ( 88.9) 1 NS
A. calcoaceticus 6 6 (100 ) 5 5 (100 ) NS
Alcaligenes sp. 2 2 (100 ) 4 2 (50.0) 2 NS
Other NF-GNR® 1 1 (100 ) 2 2 (100 ) NS
Other GNR? 3 | 300 ) 1 0( 0 ) 1 NS
k: Sub-total 127 | 98 (77.2) 29 122 | 91 (74.6) 31 NS
Totgl. | 171 138 ( 80.7) 33 170 133 ( 78.2) 37 NS
% GPC : Gram-positive coccus " Mantel-Haenszel test : NS

» GPR : Gram-positive rods
< NF-GNR : glucose non-fermenting Gram negatlve rods
4 GNR : Gram-negative rods
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Table 9. B-Lactamase activity and bacteriological response
Treatment B-Lactamase activity

group high low non
Sulbactam » ampicilli 63/84 22/29 41/44
ampictiin (75.0) (75.9) (93.2)
Pi ili 59/85 23/29 44/49
tperacitiin (69.4) (79.3) (89.8)

2 H ?
%", Fisher's NS NS NS

test

T8, SBT-ABPC 58 Cia It ™ & EEE M

MR (p<0.1), FERE4ME & MEEEMOMIC HHZ
(p<0.05) »%, #7: PIPC¥:58TI3 e & Mo

EAWOMIcHEZE (p<0.01) H»EBH SN2,

% 72 MIC & MEs2:Eph & HBYRIE Table 10ic75
L722% MRt E bic MIC 450ug/ml LIF Tiilskeasss
<, 100ug/ml LLEic 7% 2 & iEEAYE L 2 BAERDS
21z, % T MIC50ug/ml LU 4 BlpRer 7 Mk T
%, 100ug/ml LLEREHEL &2, FRENOMBENE
BERIT S &, SBT - ABPC TiiRAtmi 928k )87
¥k (94.6%), THEE64BRTHIBER (59.4%) HEEL,
ZOMicEEENEH LN(P<0.01), 72 PIPC Th
AP 1156k 968k (83.5%), EHEH 48Bkh308k (62.5
%) HRL, ZOMICHEERIEHLNTWS (P<
0.01),

V) 54 HBIHE

Be5 1% BRIE Tablel1k 5ic, SBT- ABPC
5T 101592661 (25.7%) 1=, PIPC #5284 T
9853661 (36.7%) 1238 bintzht, BeEi&HFRME
2RO FEFIOEEICBI L B A EE 2 EDHLH
=72, 72 WBATE OPIRICBIL Tid, GNR O$EEE I3
HIIFEFETH), HENHEEL SBT - ABPC #58
T, GPC O#fED* PIPC #: 5B TE & 5 1o B2 724,
HETFHICIIERETI U o 12,

6. EWER

B - fErEWERIZRSY, BLESI % 2 CERF TR
FTRTCOFEFUC DTG 2 Z L L LRR, ¥H%
M@ THEALZ 26 CERHCIZ 1) 2B<
SBT- ABPC #:58£138%, PIPC #5813z >
WTREITTRETH - 72,

ZNWEIL Table1200k 54z, SBT-ABPC #:58¢
TIIRBE L RERL B L2 1P L UTRR L EBRP 2L
21805t 281 (1.4%), PIPCESBTIIRELZEL
72161 (0.7%) TH ", BWERORBBAEICBIL TRt

No. of strains eradicated/no. of strains isolated ( ): %

M- AEZELBDH U1,

| & OBRH B b L1 RN AN R¥I2 Table
1370 & 542, SBT-ABPC #58T12 12500 9 #4(7.2
%) 121714, PIPC 581212480 79 (5.6%) i
10488 b 2h, RYERBVARICBIL THiMicH
FERBHLN LT,

2RI Table 140k iz, MmdEE bic GOT,
GPT NRENEETH - 1255, wWINLBENEHT
b, FXDEIZBEIEITH T2,

7. HA%

W & RWER e ¥ R L THERRB LR H A 24
EL 72, LRI FEELHELERANS 5, UTI
BT RN L 2 ERARRIROHIEHTIRETH - 7255
B L UTEHRRNHITEIZ TE s 120, #0EHHE]
YERIC & 2P TH - o fERENRE L1,

ZO¥ERI2 Fig.6 0 L 5 icic 22 3H 3, 58
M FEH{#EIZ SBT - ABPC#5 2 767.2+29.8
PIPC 58 763.1+£28.9T4 ", FEI-ML TLH
HMicZ228Hud 12,

o * E 3
1. REES#EICNT 3 MICi2DnwT

ARINERFRECEEL T, EHSHTORD L ) 5%
S L7 #3418 3198k i- D v» T SBT - ABPC,
PIPC, ABPC > MIC AR5 X 117-%¢, ¥HHE 5848
Fu InsamEicd 5 3% MIC 2 T 2
&, £k LTid PIPCo MIC »& b3 ¢4, DnT
SBT:-ABPC, ABPC DlET# »7=h% FD&ii PIPC
& SBT - ABPC nMI#»*F#1.3%, SBT - ABPC &
ABPC n@iv ¥ty 1 ThH -7, =% GPC &£ GNR
24T TRETS % &, GPC84kkic 4 2 MICiZ
ABPC B3 ¢h, DT SBT-ABPC, PIPC»
WET#", £0#i2 ABPC & SBT-ABPC NRIHCFE)
0.5%, SBT-ABPC & PIPC nRi»< 8 1 B ThH -1

DE|Z B-lactamase EEARENEEFICHE T B &,
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Table 10. Relation between MIC and bacteriological response (10° cells /ml)
(no. of strains eradicated/no. of strains isolated)

Isolated Treatment MIC(ug/ml) Not | roval
organism group $0.1{02]039{0.78] 1.56 | 313 [ 625 [ 125 | 25 | 50 | 100 200 | 400 | 800 |>800| done
sulbactam + ampicillin 1/1 1/1 ) 1/1 11| 44
S aurews piperacillin 1 12| 11 11| 45
L. sulbactam * ampicillin 22 V1|11 11| 5/
S. epidermidis piperacillin 1 303 11 11| o6
. sulbactam * ampicillin 1/1(18/21] 2/2 21/24
E. Joscalis piperacillin 1/1] 5/6 [17/720] 111 11 25/29
) sulbactam * ampicillin /113311 111 11|11 172 | 9/10
Other GPC® piperacillin | | 1 o] 2| n 1|
Subtotal sulbactam + ampicillin 22| s/5] 272 19/22] 3/3 | 272 2 1N 34 | 39/43
piperacillin 11| 1| 22| 6/7 [11720] 4/ 11 {1/3] 44 | 22 3/3 | 42/48
GPRY sulbactam + ampicillin V1| 11
piperacillin
E ol sulbactam + ampicillin V1|88 ]33 11| 4 1 1 | 19/19
i piperacillin 2/2| 4/4 | 1/2 1/1 8/9
. sulbactam * ampicillin 2/2 2/2
Citrobacter sp. piperacillin N mnlwn| n
) sulbactam » ampicillin 33| 6/6 | 11172 0/2 11| 12/15
Klebsiella sp. piperacillin 5/5 | 1/3 11 0/1 7/10
sulbactam * ampicillin /112111 11 0/1 | 4/6
Enterobacter wp. piperacillin 44 12| on |11 02 | 3/3 9/13
) sulbactam + ampicillin 23| 4/6 | 3/3 [W/6 11| 419
Seratia sp. piperacillin il ez lenfon e iz]ls|in 0/1 wn
irabil sulbactam * ampicillin 1/1{ 111 2/2
k. lis piperacillin 4/4 2/2 6/6
o sulbactam * ampicillin 11 171 2/2
F. learis piperacillin 1/1 /1
. sulbactam + ampicillin 1 1
P. rettger piperacillin 01 01
o sulbactam + ampicillin N 171
Providencia sp. piperacillin 01 111 12
M. moreanii sulbactam + ampicillin 1/1 11| 22
- mor piperacillin 22| 1N 3/3
P . sulbactam + ampicillin 1/3|5/9 [1/8] 2/6 9/26
- eniginoss piperacillin V1| 46 | 3/4 | 34 | 35 | 172 12 [onn 16/25
sulbactam + ampicillin 11 /1 11 V1|11 ] 55
Other Pesdomonss . piperacillin | 111 11| 41
. sulbactam * ampicillin 1/112/3|3/3 111 1/8
X. mallophila piperacillin 22| 22 [ o2 [1n 5/7
. sulbactam + ampicillin 1 {1/1{1/1|0/1]1/1 1/1 11| 61
Flavlecteriom w. piperacillin 11 a2 (i1 | |1 11| 89
. sulbactam * ampicillin 111 2227211 6/6
A. calcoaceticus piperacillin 20 | 22 5/5
Alcaligenes . sulbactam * ampicillin 11 11| 2/2
@ ’ piperacillin 1/3 1/1 2/4
’ sulbactam * ampicillin 11 171
Other NF-GNR® piperacillin 11 11| 2
sulbactam * ampicillin 2/2 /1] 3/3
Other GNR® piperacillin 01 o
S, sulbactam + ampicillin 11| 373 [1/m|13/13[10710[11/12] 374 [ 4/6 | 8/12 [12/17]9/20] /8 | 9/10 | 98/127
total piperacillin 6/6 | 4/4 | 6/8 |16/179/13| 6/9 | 7/9 |10/13|7/11| 6110|6120 | 3/5| 1/3 | w4 | 911122
sulbactam « ampicillin 212|575 | 3/3 |22/25|14/14|15/15(10/10(11/12| 5/6 | 5/7 | 8/12 [12/17{9/20] 4/8 [13/15 [ 138/171
Total piperacillin 11| 7/7 | 6/6 |12/15(33/37113/17| 6/9 | 779 [11/24]8/14)10/24] 8712 | 375 | 173 | /7 | 1331170

*GPC : Gram-positive coccus

¥ GPR : Gram-positive rods

9 NF-GNR : glucose non-fermenting Gram-negative rods

©GNR : Gram-negative rods
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Table 11. Strains appearing after treatment
No. of strains (%)
Isolated organisms x° test
sulbactam ¢+ ampicillin piperacillin

S. aureus 1( 2.9 1( 2.1)
S. epidermidis 2( 4.2
Staphylococcus sp. 3( 6.3

GPCY Streptococcus sp. 1( 2.9 1( 2.1 NS
E. faecalis 1( 2.1
Enterococcus sp. 1( 2.9 1( 2.))
Sub-total 3( 8.6 9 (18.8)
GPR» 1( 2.1
E. coli 1( 2.1
Citrobacter sp. 1( 2.))
K. pneumoniae 3 ( 8.6) 2( 4.2
Klebsiella sp. 1( 2.1
E. cloacae 1( 2.1)
Enterobacter sp. 3( 6.3 NS
S.marcescens 1( 2.9 1( 2.1
Servatia sp. 1( 2.1
P. rettgeri 1( 2.1)

GNR® | p seruginosa 4 (11.4) 4( 8.3) NS
P. cepacia 1( 2.1
Pseudomonas sp. 2( 4.2
X. maltophilia 4 (11.9) 3( 6.3
Flavobacterium sp. 2( 5.7 1( 2.1)
A. calcoaceticus 1( 2.1)
Alcaligenes sp. 3( 8.6) 1( 2.1)
Other NF-GNR® 1( 2.1
Sub-total 17 ( 48.6) 26 ( 54.2)
Fungi 15 ( 42.9) 12 ( 25.0) NS
Total 35 (100 ) 48 (100 )

Patients with strains 26/101 36/98
appearing after treatment (25.7) (36.7) NS

» GPC : Gram-positive coccus
» GPR : Gram-positive rods

© NF-GNR : glucose non-fermenting Gram-negative rods
@ GNR : Gram-negative rods
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Table 12. Clinical adverse reactions

Fisher's
Date of
Treatment Sex | Age Type of a:pee:r- Administ- Sev:frity R::‘:;zn Incidence exact
ou reacti i i
group ction ance ration reaction drug (%) probability
test
eruption
M| 68 |, day 2 i
Sulbactam - itching ay continued + probable 2/138
ampicillin headache discon- (1.4)
M| 70 nausea day 2 tinued # probable NS
. - . discon- : 1/139
P 1l M | 56 ini
iperacillin eruption | day 0 tinued # Definite 1)

3 7 B-lactamase JEZ Wiz M3 3 MIC iz ABPC
YL T ¢, DWT SBT-ABPC, PIPCONATH %
H, ORI TNLMTH -7, B-lactamase (B
4$MicxL Tiz PIPC, SBT - ABPC, ABPC OMET
»0, N2 PIPC & SBT - ABPC nMAoE#)2.5
%, SBT-ABPC ¢ ABPC HMASEEH) 1 B TH -7z,
¥ 7= B-lactamase BE A # I ¥ 5 MIC iz PIPC
SBT- ABPC, ABPCOMATH", £Nid PIPC &
SBT - ABPC o i) 4 3F #1.8%, SBT - ABPC &
ABPC nii»oF¥)1 . T TH - 12,
© ZhenkRs 5, ABPCic SBT 2RAT2Z LIS
& 0 RSB A A I ATHE L, MIEERDIC Y
EARSRY Do Z L3REETH 50, [REEEAWEIC NS
TARAMOPENIZ PIPCiciz B RITUV &)
ZEHTEL I

%3 B-lactamase EEA RO, HEEEI LK
N52.8%, {BREEH18.1%, MiE2IbHHdL70.9%
DEETH, & (i GNR Ci3EELEEH%69.1%, &
BEAEWA22.0%, T4 HHEd L91.1% L NEEECD
170, i B R R ) ABCIER % MR &
L, B-lactamase DRI L SE & F L HEERAWT
FThhi- SR BIT oMY L BT 5L, Th
't 3 BB T2 GNR Dio» f-lactamase BSEE4BE
'OFABEL30~ 35% TH D DICKEL, SEIRET T1369.1
% & EbHTERTHHAHEEEING, ZhHSEn
BERHCOARELBRTH DD, ThEHPWELECIC
B-lactamase BEE%E GNR 294iIL T2 50543, &
%, BMERERTLTIUIET D Z LIZTEL VD, W
FhICLABHERBEREDERICBE VT S
lactamase BEEMIIEE TEIEBECL ) ODH B
Z EIRBRV TV,
2. HREFICOWT

SRR T, BEARDRICEEME 2HRETO

U &>TH 3 PIPC ) MIC =B L TigRlic Ay H2h*
PEH s, PIPCESM» LAMEINMEICNT 2
PIPC » MIC #%, SBT:ABPC #5802 7
o3 3 MIC L D EWcE - T,

MIC & MBS & M I3 THEIBRRA D ),
MIC P& HB KM S e {, MIC g #idliid
BREINUC( W tRI(ALNAEBRTHL D
5, MINSE YR M 24T 5 e, b L MICHHhic
B L TG A B EAUEH L NIEAICIE, BRI D
R 2MIEL TREZAT) LEHS Y, 41alid Mantel-
Haenszel % vy, 2HMNR) #MEL THESED
BEEIT- 72,

MIC & #ifie R NMIc A RNOBELH 5 L Th
12, LR MIC H5MRICHT 2R L VBT 52 L
HFREN, VWTIIRRE, RABGSRIC LR
ToabnrEZ LN, L, SEEEERFICENT
RENFLOMEICNT 2 MICABIBENTHEY), =
oL CHIERIC A 2R IEFIHA THIE I N D
LOTH BT, MENBFE L | 1 TGS LB L
HTEIUL,

FZ THEERMIC BV T, BB NHED
MIC? S LRLEWMIC %, #NEMERET D
MIC (& MIC) + %z, F¥ &k MIC L%
RGP 31T 2 MR RRR & HMOB:EYE % Kendall
ONERTAEBE % 2 % FIF L 72 Jonckheere N HE: %
TR L7, £0%%, SBT-ABPCE5ETIdfE
K1 %LIT, PIPCH:SBTIIERES BUT THE
NBBELERD L, 2 &I BN % BT 24P
BT h, T MIC LHERICHNT 22R & HRllIic
el 1 %LU T THROBSELREH H Tz,

TRl BWTRAREMIC 2AW3 2
Lic L ikt MIC K+ BERETL 2 2 5, Fig.7
7k 51z 30 MIC446IBIL T b msERlic 2
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PRDHUD -1z, L L&D, MEFRRR RERY
R RABEKDRNOE F &0 MREIC L Mantel-
Haenszel &% vy, MIC R ¢ MIEL TRE#1T-
2%, ZORA,: PEMMIRGIC 1317 2 MIC Iz %®
MIC 2BwdZ & &L 12,
C IOE I LHEEITI 2 i L ), FROBRRIRD
B HoRL X2 L0,
3. BEARRIRIZOWT
SEHE S N RARRARRIRI S, WRhEH SBT ABPC
B58T728.7%, PIPC $r588724.5%, HRIEHEN
£165.3%&£60.2% &, WL TEMICHTELED
Uhole, FLERBFBREHC KL SRAICL, W
NOWRBBC BT LTRMIC A2 Y, TR LI
AT—TNVRAREFITH OB 1 LB 5 BIC BT 2ERE
2hRHEE S D ETHEANETL L CBIL Tz,
4alo> PIPC /% PIPC BARS 4R & 1
BT 3L, SERMESYEICNL T PIPC 1011 8%
18 2 5L 72R4A, RABFRIAI 12761444, 1%, #

YHPIIL 162%50.6% & % > TN, SEDMK
DIZIHF CNTW D, ZHUCIREREFOSRH DY
LATTREEL TR Ta LA, 4EIZ1E2-8% 18
2[EHELTHY, HERDBAHIYE R 72 &
X2 5N, TOEKRTIZSENOBMIIZZRULLNE
B d, uHI DO RBEMNMICNT 2 PIPCH
MICs, 1212.5ug/ml, MIC,, (2400ug/ml T 1, 48]
DM T2 MIC,05%6.25ug/ml, MIC,%f100g/mi
ThoteZ b, REMNTEYSH -2z dbs
T, BRI 2K PIPC BEHEIZ £ 1LIIVE
fEL T vk icBbna,

MR Y SBT ABPC #5.2780.7%, PIPC
B58TT78.2% L MuBEMic Z £ B ich - 12hf, SBT-
ABPC 582 31 2 5L HI3, P.aeruginosa
TZ%34.6% LB L O, tiWBETIZ E.coli, Kleb-
siella, P.mirabilis BBt T368k%91.7%, P.vulgaris,
Morganella, Providencia & T 6 #k+$100%, * 7=
Serratia, Enterobacter, Citrobacter BRET { 2T#kp

Table 14. Patients with laboratory adverse reactions

Treatment
reatmen Age Sex Items and changes of abnormal values
group
56 M GPT (126219 + )"
60 M GOT (46—64), GPT (37—68)
72 F BUN (23.1+54.1-23.1 +)
S-Creatinine (1.2—1.8—1.1+)
65 M GOT (28—105—24+)
GPT (43—75—19+)
Sulbactam 61 M GOT (23—41—20+), GPT (27—63—50+)
+ ampicillin ALP (227344261 +)
48 M GPT (43—55—26+)
71 F RBC (327299312 « x10%)
Hb (10.3—9.6—10.0 )
Ht (31.8—28.2—+29.4 ¢)
49 M GOT (20—33—22+), GPT (15—47—26+)
56 M GPT (27-77—25+)
65 M eosinocytes (3%—9%)
34 F GOT (26—172)
, 68 M GOT (35—56—69 +), ALP (9.3—12.8)
Piperacillin : 70 F GPT (74354 ¢)
: 78 M eosinocytes (5%—10%)
I 781 M GOT (21—24—48+), GPT (20—43—112+¢)
65 M GOT (60—78—47+), GPT (44—76— 45+)

« follow-up results
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A controlled comparison of sulbactam-ampicillin and piperacillin was carried out in the treatment of
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complicated urinary tract infections. Patients were randomly assigned to receive either 1.5g of sulbactam-
ampicillin (0.5g of sulbactam and 1g of ampicillin) or 2g of piperacillin twice a day for 5 days by intravenous
injection.

All patients had pyuria of at least 5 WBCs per high power field, bacteriuria of at least 10* bacteria per ml
of urine and identifiable underlying urinary tract disease. The overall clinical efficacy of the treatment was
evaluated by the criteria proposed by the Japanese UTI Committee as excellent,moderate or poor based on the
combination of changes in pyuria and bacteriuria. Because significant deviation was observed in the MIC
distribution of PIPC between the two treatment groups, statistical analysis of the clinical efficacy was performed
using the Mantel-Haenszel method.

Excellent and moderate responses were obtained in 65.3% of 101 patients receiving sulbactam-ampicillin and
in 60.29 of 98 patients receiving piperacillin. This difference was not statistically significant. The overall
bacteriological eradication rates obtained were 80.7% of 171 strains in the sulbactam-ampicillin group and 78.2%
of 170 strains in the piperacillin group. This difference also was not significant.

Clinical adverse reactions were observed in 2 patients (1.4%) in the sulbactam-ampicillin group and in 1
patient (0.7%) in the piperacillin group. There were no significant differences between the two treatment groups
regarding the incidence of both clinical and laboratory adverse reactions, and sulbactam-ampicillin appeared to
be as well tolerated as piperacillin.

From the results obtained in this study, we concluded that sulbactam-ampicillin was as useful as piperacillin
in the treatment of complicated urinary tract infections.



