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Table 1. Background of subjects in the pharmacokinetic study
: ; . Ccr*(//day) | Creatinine®(mg/day)
No. ‘Age | Sex | weight —31—‘& Dose Normal kidney Normal kidney
peration Abnormal kidney Abnormal kidney
T Lt-renal stone | SBT 0.58 123.8 743.4
1 St | F 62 fTUL'* | ABPC1.08 41.0 246.6
Lt-ureteral stone| SBT 0.58 55.9 502.7
2 B M 2 |TfTuL** | ABPC1.08 9.3 84.0
Lt-renal stone SBT 0.58 77.3 772.8
3 1 M| 56 £TUL** | ABPC 1.08 434 433.5
* value on the first day after operation
* * f{-TUL : fiberoptic transurethral lithotripsy
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Urinary cumulative Qewe——o @=——e
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Fig. 1. Serum levels and urinary excretion of SBT+-ABPC (Case 1)
Table 2. Urinary excretion of SBT+ABPC (Case 1)
Time (h) 0~2  2~4  4~6  6~8  8~10 C;:'c':f;tr‘;'e
(ug/ml) 825 738 175 75.8 31.5 34.69
Nomal | “BFC (%) 9.8 0.y @ 0 (03 | O
kidney (ug/ml) 499 431 149 61.4 27.9 °
SBT (%) 23.9 (120 (6.9 (0.4) (0.5) (43.8%)
(g2g/ml) 725 575 173 78.3 95.0 o
Abnormal | “BFC (%) @n  an 0  0» @ | (53
kidney (ug/ml) 411 312 133 70.5 89.3
SBT (o5 G0 1.9 08 03 (0.4 ( 6.2%)

() : recovery rate
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Fig. 2 Serum levels and urinary excretion of SBT+ABPC (Case 2)
Table 3. Urinary excretion of SBT-ABPC (Case 2)
Time () | o~2 2~4 4~6 6~8  8~1o | Cumulative
recovery
(ug/ml) 881 1325 374 114 54.3
Nommal | ABFC (%) ‘189 (159 0.0 1.3 (0.8 (45.9%)
kidney (ug/m) | 446 809 299 88.5 45.4
SBT (o) 19.9  (19.0 (4.4 (1.9 (1.4) (56.3%)
(ug/ml) 75.5 490 308 123 68.0
Abnormal | ABFC (%) 08 39 18  ©D 0.1 7.3%)
kidney (ug/ml) 58.9 270 199 82.9 56.1
SBT () (1.3) 4.3) 2.4) (1.0) 0.2) (9.2%)

HORPEYLER L W% T ABPC45.9%, SBT56.3
%, BM% T ABPC7.3%, SBT9.2%T#-7:,

iz, ABPC1.326%M, SBT 1.728M
T# -7 (Fig. 2, Table 3),

M 3 THOI8EM THO R EINEIL, RE%T
ABPC53.1%, SBT 53.9%,281% C ABPC17.8%,
SBT 19.3%T# » 7z, MhiRBEE4-EAiz, ABPC2.78
B¥f, SBT 2.008¥M1TH-7: (Fig. 3, Table 4).
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Fig. 3. Serum levels and urinary excretion of SBT+*ABPC (Case 3)
Table 4. Urinary excretion of SBT+*ABPC (Case 3)
Time (h) 0~1 1~2 2~4 4~6 6~8 8~10 | Cumulative
recovery
(ug/m) 906 3688 2638 1050 559 380
Normal | ABFC (%) ©.D (4.8 L) @4 @ an | ©31%
kidney (ug/ml) 379 1768 1420 602 341 227
o SBT (o) 7.6) 4D (@2n 48 @n @0 | ©63:9%
(1g/m) 238 1150 1394 738 299 208
abnormal | AEFC (%) L2 @0 7.0 @G0 a5 @y | 478%
kidney (ug/mD) 110 599 753 411 196 105
, SBT (%) an @2 @5 3.3 @0 (1.2 (19.3%)

BEOWRIZ, SHSHEEERR 4200, SR
BbE21180TH -7 (Table5).
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UTI# R HETRETH - 72 LEHI3 31500226 T H
N, FOBRHEMROYIEIR UTI Bauiizde (38 3R
I TIT- 72,

FLMEORET & L T BERRERER 1 & URRIRIRE
ENHERS ERET L 72,
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BELICEE7 7 4 YA SHFEBRR > 7%
L, R AMEORE &X& oMICHE 8-
lactamase BN F = v 7 #HHAL 7,

B-lactamase #E4EREIY, nitrocephin disk & acid-
metry disk 7 2 F disk # AL, ™ disk %
Bt (H), nitrocephin disk RE#% T acidmetry
disk Bt 2 (KBRS (L), M disk fetk% IkEE (-)
LEE ESERLT,
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2. & # F—T VAR 45 (18.2%), J-HEES4H1(18.2
AR M IR B RRGE 3 1B K —BE % Table 51 %) Tholz, BOEREEAL L, E1850% (1
RL7z, /2), E38100% (8.78), HE42£100% (4./4),
FESBETS% (3./4), F68100% (4./4) THo1z,
Kic UTI #RHEERANMEFABIRICOVTAS

UTIZRAELEF 2261042 ERKENR % Table 612
RL7z

BRERICXTS 22043, IEHTL1061(45.5%), S 36)
(13.6%), V9B (40.9%) T, MHRR CTi2ketE(L16
Bl (72.8%), #3861 (13.6%), 1261 (9.1%) &
JUBEZR 16 (4.5%) Tho71z, IRIR, HHERE IR

& L-RETRRERIZ, R 8B (36.4%), HRh126]
(54.5%), #2h261 (9.1%) TH", H#HHI290.9%

Tholz,

UTI bl c VW IR L 725N RER D BR R %h
REZBI:0hH Table 7 Th 5, HIRYYFIZ145IT, *
DI bAT—TINVEEES 26 (9.1%), ZMhD L
PREERGeRE 8 51(36.4%), % Aoy TERREEELLE 4 51

(18.2%) Th -7z, HEERRIIBHIT, ENIbAh

&, BRI T, TOHANRIT Ecoli 108k & &%
b %<, R\WT Staphylococcus epidermidis, Enter-
ococcus faecalis, Pseudomonas aeruginosa % 3% T
»N, HREIILIKTB5.3%TH~72 (Table8), -
BeE5E%HBEIZ Table 9icRL 2L I 12, Sta-
Dphylococcus aureus, Servatia marcescens, Enter-
obacter agglomerans, Pseudomonas cepacia, Xanth-
omonas maltophilia & 1%, YLO 2% TH-72,
£3EFlIc BT, SBT-ABPC #e5-FicFAlic L 5
LBbn s BfEIRERTRIZEZD L o T2,
AH e 551k DR NI I FER 13 TR 54
IR LA (8%) HR¥sHLz (Table 10).
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Table 6. Overall clinical efficacy of SBT*ABPC in coniplicated UTI

Bacteriuria Pyuria Cleared Decreased Unchanged Efficacy on bacterjuria
Eliminated 3 5 16 ( 72.8%)
Decreased 1 2 3 (13.6%)
Replaced 1 1 ( 4.5%)
Unchanged 2 2 ( 9.1%)
Efficacy on pyuria 10 (45.5%) 3 (13.6%) 9 (40.9%) Patient total 22
1 Excellent 8 (36.4%)

[ ] Moderat 12 Overall effectivenese rate
ocerate 20/22  (90.9%)
| | Poor 2

Table 7. Overall clinical efficacy of SBT + ABPC classified by type of infection

No. of cases Overall
G 11 M t
roup (Percent of total) Excellent | Moderate poor effectiveness rate
1st group 2
1
(Catheter indwelling) (9.1%) ! 50%
2nd group %
(Post prostatectomy) ( %)
Monomi-
. 3rd group 8
crobial 4 4 100%
infection (Upper UTD) (36.4%)
4th group 4
(Lower UTD) (18.2%) ! 3 100%
Sub total 1 6 7 1 92.9%
(63.6%) ’
5th group 4
(Catheter indweling) (18.2%) ! 2 ! 75%
Polymi-
N 6th group 4
‘crobx-al (No catheter indwelling) (18.2%) ! 3 100%
infection
8
Si 1
ub total (36.4%) 2 5 1 87.5%
Total 22 8 12 2 90.9%
(100%) ’
1L * = ABPChH{ >3 ¢ Nl Hh 2 s 3¢ 5 HHTHRE

HifE, B-lactamase HAERIATIR % ( EHEINTW
5% IEEINLDERNT 2 M O LH e &
o5 Twd, ZORKIZEH LEEEZ NS B-lactamase
I2& % B-lactam IWONUKG L E L RRTH 5,

SBT - ABPC {3 g-lactamase inhibitor & L TBi%
&nr: SBT #BE5n ABPC LT A &I LD,

SN EHARAKITH B9,

SBT - ABPC nEAHiz Bt atic kN 1 @ 22¢
Bl & ENTWV 2579, EREEEE B E TRk
Mk 5 iR b, THRIREKNY 2NBFTH
3, 40~ i3 SBT - ABPC HXKBHEREICHIT K
WENE 35 & U318 DA% IR B RS AE D BRPRIRET 21T
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Table 8.

Bacterological response to SBT+<ABPC in complicated UTI

Isolate No. of strain Eradicated (%) Persisted®

S.epidermidis 3 3(100 %)
Streptococcus sp. 2 2(100 %)
E faecalis 3 3(100 %)
Corynebacterium sp. 1 1(100 %)

E.coli 10 707 %) 3
Enterobacter sp. 2 2(100 %)
P.mirabilis 1 1(100 %)

P.aeruginosa 3 1( 33.3%) 2
Pseudomonas sp. 4 4(100 %)
C.freundss 1 1(100 %)
A faecalis 1 1(100 %)
Flavobacterium sp. 1 1(100 %)
X.maltophilia 2 2(100 %)

Total 34 29( 85.3%) 5

*regardless of bacterial count

Table 9. Strains*® appearing after SBT+ABPC treatment in complicated UTI

Isolates

No. of strains

S.aureus
S.marcescens
E.agglomerans
P.cepacia
X.maltophilia
YLO

Total

-~ B bt et e et

~*regardless of bacterial count

2712,

SBROFRTIE, BRUFORIHT—TINVEABELD
WL, BRRICBAL BB LHNIEHY £EIFRYH
BB DB D, Bailey'bIZRNDBANEELTE
BT a0, BFELHAT—TLENEAL, BADZLW
ZEEHRL T35, SEbNONOBRET TR BT
AL N URARAIRICBEAL Tt v b -
T, FHERNDBEAIZVLDE LT,

KEHEBENRPEIEY BRI &2 L T 2
L &N, TiEM Cor ek iUz—8 L TH N, BE
B iz Cer Hic—3 L TRAEEFRHYET L T/,

B4% o SBT, ABPC ORIMIAICIZZEII %, M
HENELA IS bz A SNk » 7z, RPIBEEICDOW
T2 35EH1E 4 SBT, ABPC v i BHI®. Cer
L, FELUBCECRPIRESZZS:, i, B
fod Certehc6 @ 1 L REVERI2 2BlIC & 5 &,
ABPC OERRPIMEL, 71 T1325ug/ml THEND
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CLINICAL AND PHARMACOKINETIC STUDIES ON SULBACTAM-AMPICILLIN

Nosutaka OHTA, SoicHIRO MoRINAGA, MasaTAkA Hiral, Yasuzo YaMmacucHi,
Tomomt UsHiyama, AtsusHi TajiMa and YosHio Aso
Dapartment of Urology (Director : Prof. Y. Aso), School of Medicine, Hamamatsu University
Jun Hirose and Hiroaki Masuba
Department of Urology (Director : H.Masuda), Enshu General Hospital

AxiHIKo Suzuki
Department of Urology, Social Insurance Hamamatsu Hospital

TaxasH1 MitsunasHl and Tomoyuki KANBAYASHI
Department of Urology (Directer : T.Kanbayashi), Iwata City Hospital

We studied the pharmacokinetics of sulbactam, a 8-lactamase inhibitor, and ampicillin combined in a ratio of
1: 2 in an injectable form in patients with hydronephrosis. We also assessed its clinical efficacy in chronic
complicated urinary tract infection.

1) In the patients with hydronephrosis, the decrease in the recovery rate of sulbactam-ampicillin in urine
corresponded to the increase in creatinine clearance and serum half-life, and showed the same values for the two
drugs.

2) The therapeutic effect and safety of sulbactam-ampicillin given at a dose of 1.5g twice a day were studied
in 31 patients with chronic complicated urinary tract infection. of these, 22 were evaluated according to the
criteria of the Japanese UTI Committee, and the overall efficacy rate was 90.9%. No side effects were seen in
any of the patients, though eosinophilia was observed in one.



