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WA RS RE T T 5 Cefotaxime (CTX) OB L KLMXEBMCTE T2 B T
sulbenicillin(SBPC) # x$BBIEH| & LT Well-controlled study & X % HBIRF AR LTV, LT
DeER A B, 7ok, HB5E CTX 10 2g SBPC 1H 10g &L, Zhx 2R/ T R

BiIEL, 5 HRES LI

1. BEFSEE &M v 54t Ly CTX B 128 fi, SBPC $f 133 fIT, HREATFOHK
Hizlh, BEILIESEOCEATS D, RO HERELFETH >,

2. wAEHRGE CTX HOBHE 65%, SBPC Frt 4% ThY, BiEs 1% UTOfR
BTESTERT e 72, BREHT 3 DHRCIHHMCERRRD bhi 2, MEReR
THHETIE CTX HOFWDEIFELERTH -

3. HEBEENERVGESRIEGL L2V Th ECTX BRERCEDRIBOLII,

4, CTX BECix E. coli, Klebsiella |&, Proteus [&, Citrobacter BT L THED TEHVRER
%R LA, Pseudomonas B=° Serratia BOBHERIEFTERETH » 70

5. BERBREMEORT{Ls XUEIERAORRAECIHEAIMCEEELRD L) > T

Ll EDR#r 5, CTX 1A 2g DR 5IXHMERBRERBECEFCED THERTSY,

X D%y

§.2 SBPC1H 10g OHFEICEHTA2H 55V FhYBERTHLDEEL BN,

® El

Cephalosporin %#{ 4% (LLF, CEPs &#T) 0 &
WD # 1 7-Aminocephalosporanic acid (7-ACA)
DIfLETHOREFBEBRL, FLVFEEAYHRTS
S DHEEIRT B, 7RO EERCE
fte 5z, 3MLORBI ERBRBEELEZLD LE L
LRBHHTHS, Cefotaxime (HR756, U F CTX &
B2 ) BWFEAY~NFA VHEZS VAL LI L DI
MR IR HFLVEHAD CEPs TAHh, ToMEX
7-ACA o 7 7z aminothiazolyl # & methoxyimino
¥, %HFL, 3fiix cephalothin (AT, CET & 8% 3)
LR U acetoxymethyl #E%#H L T3 (Fig ), =3
Lifb2pstinife S hicER, CTX Bt oEA~
7+ 5 &, PLES, B-lactamase o+ 5 EEWDOEIC
BOTHBRLLREETL, BFROEB EHMEYEDT
Who, T OHEX, EHANZL 7 AOETIERD
CEPs @ A7 + 5 a2 fix T, indole g4 Proteus,
Enterobacter, Citrobacter, Serratia, Pseudomonas
ZETHEREIR TS, I HOHE T, 77 2Btk
N v ERE D S. aureus T1% cefazolin (AT, CEZ L#%
T) CHELTETLE -T2, HEPEERED S pneu-
moniae, S.faecalis TRH-~TEDH, 75 sREEE
Tt CEZ @ 10 525 100 fE DB xR L TL B Y,

Fig.1 Chemical structure of CTX

i
s
N c—C—N 0
/|k I 1l N CH~0-C-CHs
ST N 0

OCH; COONa

¥ 7, f€ko CEPs it % =T P.aeruginosa
%L T3 sulbenicillin (LA, SBPC & B&3), carbe-
nicillin (LLF, CBPC & B& ) L iziEAZEOMENN
HHFETE DY, b, MEKBELYEUE~ORET
H3kT % PB-lactamase wHKFETH 5 &\ 52, penicil-
lin binding protein w3 % CTX o@fikix 3 >1A
>IBOIEFTHEAL, BUREFEAEZTRTY, Lika
T, in vitro OREEXXBMBHIT v TIX, X0
CEPs #3E LK #&E®BL, L A aminoglycoside R4k
FloEf T 2R E 2 X5,

—7, ERBBCBEL T, EAFEEIES DV RHE
BELHICERIR S h, — B8 % 213 desacetyl CTX
EALL, FIEEEIZET T 52, KBS xRE2Re
T, x0T ERPcHM R, 68ME T TORFPER
RiX 65~70% L|MEINTWBY, maLEx CEZ
BQUE AR

ThoDz Enb, AFARERGENBETCEIEA
LEZLRBN, KAOFRECOWTIET TREIE
REMVBEBIA TS ), Bk CRERRECHTH
FAMLIBERIRTWBDT, KFDOELLEIERLER
BN BRI T % B A9 THIM M R B R R R & 5 Sc HERE
T H T LT LT,

MBI E LTk, SHHERBERE TR EASL
DR R T BEME—EL Tx Y, HEbEA
LBELIL T35 CEZ, CET » % FEMc 2 5 hich
A7 b7 a2 CTX X b, Bohrggc
HT2RHEFLLFRVERG LHN S hicion, HEE
FIRIRE#OIRLITA L, FU B-lactam RPEHD)
LTERE—FHEARZ b 7 a8 BT B R=v)Y
%O SBPC # & A 72,
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k¥, HBERERBREBEBRT S, REBLRET
bt VEEMORIY, B, RAMENHT ST
FHBREEFL oD T, TOMELPVTbhbET
BRET %o

EBHR

1. fishE SURPRE

1. NEBIVERFE

BEBT6AYHEELT, CTX 1H 1g H5\ L
SBPC 1[E 5g #4£BEAKK 250 ml W EFEK, 1EH
P CABREL B fiF, RPEER cross over
Bz Lo CREL, B L

FIEERR ST RS 30 4, 1BERE, 1RRLS
4, 1B5R0 30 4, 2B%R, 4R, 6 BERIOE 8 [HAT
fous, BRRIFERIR S X OR 5% 8 i ¥ T 2 RE
wat 5 AT T e, FRKPERDBEI BRI
FRECHBYRIETC L2 ER L TRBRRIT 12
I bRBRT ¥ TOMOBKEXHREL, AFLTOV
THA—-AREL L, A—ERCHBALTIORFTHI
oto &5 LTEBLRCKRERMFRBE, RPEE K
AR O RUEIBE E i,

BEOHEICELT, MEDFHFHRTIT Monitrol I %
AV, RoOFHicit 1/10 M phosphate buffer (pH 7.0)
YRV, ¥, BEEX CTX & M. luteus ATCC
9341, SBPC i P. aeruginosa NCTC 10490 * F\», i
Br oy TETTE - . fo¥s, Bt CTX 12 antibiotic
medium No. 11 (Difco), SBPC (% heart infusion agar
(FBP) ®fEA L,

B, MPEERFED I Monitrol I %A
Vv, RehEEHIEIE 1/10M phosphate buffer (pH
7.0) ®FE\, 100 pg/ml H 5 2 BFEART 0.78 pg/ml
FTOREYTR L, EEMKEIER LTV, CTX
Ti% 100 pg/ml A% 0.78 pg/ml ¥ T, SBPC TiX 100
pgiml 238 1.56 pg/ml ¥ TOREA 13 I BERE 72
too RBEHEIL CTX 1.25 pg/ml, SBPC 25 pg/ml %
BRALTWB,

2. R

mEF OmFREOHRIL Fig.2 TRT I, X
DE— 73 TFhb AERT LEBMKCHY, CTX
40.3~45. 4 yg/ml (GF 3 43.4=1.8 pg/ml), SBPC i
244~400 pg/ml (F#y 297457 pg/ml) Lig > T\ %o
FOBOBWE LTI OFEHH CTX T 0.84 K,
SBPC i3 1.13 B Th B = LB LT CTX 2355
Fakiieh, 6BMHIcIt CTX 0.4~0.9 pg/ml GF
# 0.6+0.2 pg/ml), SBPC 8.5~19 pg/ml (¥ #j 12.3
+4.1 pg/ml) DREERIR LI, s LTRIUETE
HomEmoxsmbEEo#BICHE L THELRTY

E‘ﬂ

Fig.2 Serum concentrations following drip infu-
sion of CTX 1.0g or SBPC 5.0g in healthy
volunteers ; Cross over method (n=6)

(seg/ml

2004 D.I.
% TY .CTX 0.84hr
7% * SBPC 1.13hr
——CTX

Serum concentration

T inau: 3 4 5 6(hr)

Fig.3 Urinary concentrations and recoveries after
drip infusion of CTX 1.0g or SBPC 5.0g in
healthy volunteers ; Cross over method (n=6)

(1g/m) (Cum.2%)
20,000 100
e CTX 1 —3cTx
15,000 o---oSBPC | §--4serc
- . }/rﬁ
5,000 N <}
5 8 hr. 2 4 6 & hr.)
L ]0-2[2-4]4-6[6-8 S 0-22-414-6[6-8]
3081 | 559 | 252 | 60 - §08 (629635
CTX | ho| soa | S | 210 | ST S300236]3.7
9067 | 4163 | 333 | 1340 nve 1 59.2 | 61.3
SBPC| oz = 2082|  m | £ 751 | 3P §|26.6|%6.7

Mean * Standard deviation Mean = Standard deviation

%o

Wiz, BrARRER Fig. 3 KRT X5, FrRgEDOY
— 2130~ 285RcH b, CTX (X 3,084x1,39%0
pg/ml, SBPC % 9,067%6,084 pg/ml <HH, 6~8HF
moPHE R CTX T 60+19 pg/ml, SBPC —Tii
1,340+751 pg/ml &R LT

RepEIRRiIc2oWTh Fig.3 o Lichy, 8EERIA
¥ TOEHER CTX Tl 63.5+3.7%, SBPC TiX
61.3+6.7% Thh, WAL b 8KHEIEZ Tz IEEIR

ThT\vb,
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1L FRepHiED

1. EBHESIVOHE

R EERIE D 7T R EL L7 CTX %5\ SBPC
WEHD RO —#%, V#7744 x— (0.45pm)
THEEFAL, I h % AECFES LIRS 0N
HIBEIR TS 2 FT2BMARL, 0o £ 1
ml IZ tripticase soy broth (BBL) T 1 #%£sd% Lot R
B (E.coli GMU-7748 #k, P.aeruginosa GMU-7706
B RBIM 10°CFU/ml &b X5ic gL, 37C
T 24 BERIES R AT - 10, T IEMORBOAEY
¥|52 L (bacteriostatic activity), 0 1 4B xR L
T HI 8% (RBP) i@ L, 512 24 FEfssE L
THIE OIADF AT Lo, MBS bR T
W IR KA IRE R S IR B D& R 7o (bacterio-
cidal activity)o 7e3s, BEEAEOEINCELTUL, HHH
UhHERGFD E. coli 98 £, P.aeruginosa 50 iz

T CTX & SBPC @ MIC #JFE L&z s, MC
D¢ — 7 10°CFU/ml Tix E.coli 1% CTX 0.1
ml, SBPC 12.5 ug/ml %7/~ L, P.aeruginosa Brhr
50 pg/ml & 200 pg/ml "R LT\ Feiedd, oty
e MIC %R3HRD R b —RAICERTHS 5 Lyt
B BB OB b HRE R WEBIC L, ¢
7o, MR E LTSN LICHIEDE X 1k,
RieMEOHRABEXHEE LI OEAVI,

2. EERRUST

Biia Table 1 3 XU° Fig.4 iR Uiz, (ERT 5K
Hrch, Table 1 KEWTESEK LOTESI T LR
TBBE, RPERRELSCEE L TFRARRERL
BORFFEN»—K Lish->7cdbOrndh, ok
PLFLLEMATFEAYRBRLTVB LV 1w
2, BRI h i BERERE L OFEME LTaBL
7o L7chi~» T Fig. 4 » Table 1 #43 L§ ERERE

Table 1 Bacteriostatic and bactericidal activities of urine following drip infusion of CTX 1.0g

or SBPC 5.0g in healthy volunteers

Bacteriostatic E. coli GMU-7748 P. aeruginosa GMU-T7706
No.| Drug icidal
veodal | Control | 0—2 | 2-4 | 4—6 | 6-8 | Control |0-2] 24| 4—6 | 638
CTX Bacteriostatic| growth (+)|2262144 | 232768 | 232768 | =8192 | growth (+)| 16 4 2 1
Bactericidal | growth (+)|2262144 | 232768 | 232768 | 28192 | growth (+)| £ 8 2 1 | growth(+)
1
SBPC Bacteriostatic | growth (+) 1024 512 512 |< 64 |growth (+) 64 32 32 8
Bactericidal | growth (+) 1024 512 512 | < 64 |growth (+) 32 |< 8 16 4
CTX Bacteriostatic | growth (4)| 65536 16384 2048 512 | growth (+)| 128 16 4 2
) Bactericidal | growth (+)] 65536 16384 1024 512 | growth (+) <16 |< 8 | growth(+) 1
SBPC Bacteriostatic| growth (+) 2048 1024 1024 128 | growth (+) 256 | 128 64 2
Bactericidal | growth (+) 2048 1024 512 128 | growth (+) 64 32 2 |4
CTX Bacteriostatic | growth (+)| 65536 2048 2048 1024 | growth (+)| 32 4 2 2
5 Bactericidal | growth (+)| 65536 2048 2048 1024 | growth (+)[ €16 1 1 1
SBPC Bacter@qstatic growth (+) 512 128 256 256 | growth (+) 64 32 32 32
Bactericidal | growth (+) 512 128 256 128 |growth (+) 32 |s4 | <4 | £ 4
CTX Bacterqutaitc growth (4)| 32768 4096 1024 256 | growth (4) £32 8 1 1
. Bactericidal | growth (+)| < 16384 4096 1024 256 | growth (+)[ €32 [< 4 1 1
SBPC Bacteriostatic | growth (+) 4096 2048 | = 1024 256 | growth (+)| 256 |2256 264 | 216
Bactericidal | growth (+)| 4096 1024 512 128 | growth (+) 32 64 16 8
CTX Bacteriogtatic growth (+)| 32768 8192 8192 | <2048 | growth (+) 32 32 8 1
; Bactericidal | growth (+) 8192 8192 40% | <2048 | growth (+)<8 |< 8 <4 1
Bacteriostatic| growth (+) 256 256 128 64 | growth (+) 64 | 32 32 16
SBPC|Bactericidal | growth (+)| 236 | 128 | 128 | 64 |gowth (1] 8 | 1t 8 4
CTX Bacteriostatic| growth (+)| 32768 65536 4096 1024 | growth (+) 64 8 8 | growth(+)
6 Bactericidal | growth (+)| 32768 65536 4096 1024 | growth (4)/ <16 | 2 | < 2 |gowh(+)
Bacteriostatic| growth (+)] 512 128 64 64 |growth (+)| 64 | 64 16 8
SBEC|Bactericidal | growth (1) 512 | 128 64 | 32 |growth (1) 16 | 8 4 4
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Fig.4 Urinary bacteriostatic and bactericidal
activity of CTX and SBPC

E.coli-GMU-7748

Bacteriostatic activity Bacteriostatic activity

2 2I§-
e

6], 216} ¢4 SBPC
°
g 2
s £
E { 4
r WL
27 z
5

2 4 6  8hr) 2 4 6  8(hr)

P.aeruginosa-GMU-7706
Bacteriostatic activity Bacteriostatic activity
28|

t (o

22

h-]

N

2

Urinary dilution ratio
Y

T4 6 8hr) 2 4 6 8w

Mean + Standard deviation
BLTWiWZ Ex[RET5, T, RBRTITNT
DEREORIRD B,
. E.coli GMU-7748 #izxt LTk CTX % X 08 SBPC
BEBL D SHERIE F TREBLNITRXTDORIZE T
EOREMNAIEIR TS, LALAErD, FRECEK
WX CTX REFEDIZINAN I DTV B ENRE
hizo —F, P.aeruginosa GMU-7706 #Cix SBPC
BEFISHME  CHERR L OREELMIET 525,
CTX H58 T3 4650 B LIk O— SO FRIR TILER
RORTL MBEOHEHAMNTED R T 5D,

HED#EE 26, CTX 1g #E5HORFIE L
SBPC 5g $r 5% OWEH & B LT, E. coli T~
TW32%, P.aeruginosa TIXRoRE5bEEL LIS,

' Be PR B9 & 5

L #R&ELUHMELE
L RERIUCBBELE

BRI B IR BT FEBE I B % B 3 5 B v IR B R AE
&L, Table 2 iR L7 14 OEEKKER R X 0% OBIE
RREARROBEYBEDMGE L Lic, = DBER=
YY) VR €7y rARY VREFCH L ORKRE
REDEADH B BE, 1EFRE IOBRIAFORE, EE
KBRS IO EEEL T 8%, et KORE
DFUShBBHECH LTRRAE LTREZRT S
L& Lt ¥, UTI Byl (52 80Y CiE
RO EDBELMER T ORHEAE Lico

1) EAM 16 FLUETHDZ Lo T DEAHFNELR
ity

i) ®BEFOBRIEY 5 2/HPF Ll EogEed,

iit) #E5RMOMERA 104 CFU/ml Ll EofEg,

2. HEZEA

ABRERE LT CTX 1g (Hl) ¥8BT2-14 71
%, ¥ICHBIEAE LT SBPC 5g (M) #4635
SNATRERE Lice Lo LA, CTX 11kpkee
BIUOBMRETHECXEL, BRRECHE, BE
RIEECEEBZET S SBPC Li3mIE R, %71
AATARORKBARLD I EHLEAREY_ESHR
B X »>TARS 2 ERARETHS Ll & Rt 1o
%, well-controlled study & LTfTie5 2 & & Lo, 1o
KLBRIMEECHNTE XI5 ERL, F»
EEABIFT SNBFZIE > T, ZZIRCEZHE
THZEE Lo BHBIIWThOERFACHE B LTHH
FTEETS L5 CHEBMN T o, TENL1EGID
g 1l N 7T ARFEARIGRBAT v 7 bt 1
BEH, AL (HRS) LEHFESYFZR LI,

R DL OB BN DRIE, EIFAZIMNT R X0
fHTRORE, BERBROILDOY V7Y v 7, BRK
BAWMONFERBRIE s K iwixav br—5— (AFE
B pdbtot,

¥, FHIOLIFTE 4 EFNY 1 B & LT,
CTX % XU SBPC 2\ &7ch X5 R Lo %
7o, BEARIHERBRBAINS IOKTHO2E, K
HEBREMEYFRBT RV, BAREYEERR
HEOHMERBRET Lichi->T, CTX o\ Tk B.
subtilis ATCC 6633 ##%, SBPC &o\Tik P.aeru-
ginosa NCTC 10490 ¥z & Lic AEFRERC X
hiTls -7,

3. HE HBE, #54H

CTX o 5E%1H 1g 1B 2E (2g/B) &Lic
DA ENEERED MIC 247 & AR E & OBk, #ib
LicRiRHiE D D& R % X O open study TORAED
EMME R SRR X T A BRI RN 63.5% THHHFE
L, P.aeruginosa X BEM, BABRECHTIHERD
KM 419 EWIEEREND, 2l h OBEIHFTES
CHIMT LI T X B,

—7, SBPC oY, R @nsttko MIC 5
15 & AR EDBIGR, RANEIOERS XU P.aeru-
ginosa X B HMMERBERYUE 1w X 3 5 SBPC &
cefsulodin HERBOERY, XLERAXEOAEKR
CrghEL, 1E 5g, 1H2[@E (10g/H) & L7

AEZ 1@ LA 7AY 5% 7 FOEER 55\
59 %o ) b — A 250mlEEL, 1828 (3
£) 1R CTAERmEE L7

5 5 AR (10 @5 & L7



12 CHEMOTHERAPY FEB. 1981
Table 2 Institutes and doctors attended to the study
Institutes Doctors Institutes Doctors

Department of Urology,
Hokkaido University,
School of Medicine

Department of Urology,
Sapporo City General
Hospital

Department of Urology,
Otaru City Hospital

Department of Urology,
Sapporo Medical
College

Department of Urology,
Oji Hospital

Department of Urology,
Akita University,
School of Medicine

Department of Urology,
Faculty of Medicine
University of Tokyo

Department of Urology,
Tokyo Metropolitan
Aoyama Hospital

Department of Urology,
Musashino Red Cross
Hospital

Department of Urology,
Tokyo Metropolitan
Otsuka Hospital

Department of Urology,
Ome City Hospital

Department of Urology,
Toranomon Hospital

Department of Urology,
Kanto Teishin
Hospital

Department of Urology,
Schocl of Medicine,
Tokai University

Department of Urology,
Fujita-Gakuen
University, School
of Medicine

Department of Urology,
Hiratsuka Municipal
Hospital

Department of Urology,
Tachikawa Kyosai
Hosnital

IcHirRO TSUJI
ToMOHIKO KOYANAGI
AKIO MARU

NoBUO OHASHI

KoicHl KAWAKURA

YOSHIAKI KUMAMOTO
AKIRA NISHIO
SHUNJI IKEGAKI

MASAO TERADA
CHOSHO ENATSU

SEIGI TSUCHIDA

TADAO NIJIMA
YoicH1 KisHi
TAKASHI TOMINAGA

Jung1 UGe

HIrOSHI NITO

Yasuo Hosol

EIICHIRO SHIMANO
ToYOKAZU SAITO

YOsHIO IKE

MASAAKI OHKOSHI
NoeUO KAWAMURA
KEi1sH1 OKADA
YASUHIDE MURAKAMI

YORIO NAIDE

Tawmio Fujita
HARUYOSH] ASANO
TAKESHI YAMAKOSHI
Hipexl TAMAI

KEIzo Suzukl

ICHIRO NAGAKUBO
RYUICHIRO MORIGUCHI
Hisao MITSUI
TADASHI OGAwA

Department of Urology,
Nagoya First Red
Cross Hospital

Department of Urology,
School of Medicine
Gifu University

Department of Urology,
Toyota Hospital

Department of Urology,
Faculty of Medicine,
Kyoto University

Department of Urology,
Kyoto Prefectural
University of Medicine

Department of Urology,
Kobe University
School of Medicine

Department of Urology,
Akashi Muaicipal
Hospital

Department of Urology,
Shinko Hospital

Department of Urology,
Faculty of Medicine,
Kyushu University

Department of Urology,
Iryohojin Sanshin-kai
Hara Hospital

Department of Urology,
Kyushu Kosei-nenkin
Hospital

Department of Urology,
Beppu National
Hospital

Department of Urology,
Miyazaki Prefectural
Hospital

Department of Urology,
Hiroshima Red Cross
Hospital

Koj1 OBATA
HIrROSHI NATSUME

TSUNEO NISHIURA
YASUO SHIMIZU
Hirok1 TEI
Naok1 Kato

TaTsuo Dot

0saMU YOSHIDA
Tapao KIrRiYAMA

HIROKI WATANABE
TERUO MISHINA
HirosHI OHE
KOSUKE WATANABE

Joj1 IsHIGAMI
SADAO KAMIDONO
TOSHIHIKO MITA
AsSAzZO YASUMURO
KEencH1r UMEzU

SAaTOSHI OBE

YASUMASA TAKAHASHI

SHUNRO MOMOSE
JoicHI KuMAZAWA
SENCHI NAKAMUTA
Nok!0 KINOSHITA

SANSHIN HARA
TAKAHIKO HARA
KAZUSHIGE NANRI
AKITO YAMAGUCHI

TETSUO OMOTSU
HAJIME NAKASU

HiTonoRrl KAMIZAKI
SHINICHI SATO

KEN NAKAYAMA
Kenj1 ITo

HirRosHi HIRATA
KKZUHIRO YOSHIMINE
MAsAO OOKUSU

Controller

: Department of Health Admini
Faculty of Medicine, University of Tokyo

stration, School of Health Sciences,
TsuNEO TANAKA

Bacteriological study : Institute of Anaerobic Bacteriology, School of

Medicine, Gifu University

Kazue UENO

KuNITOMO WATANABE
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fos, EBREIERORRD 5\ ILERDOHEBE OB
CEBE DM X Ve rhETH T L L LAt
OB ENEHEAERCPRETHII L & L.

4 BS BBRE

BEHRAIC S Bh LDKRD L 5 e BELED, LD
WERD Y LRI E BB ES S L, %
BOHERTIbIEWC & & LT

i) e L BE R LTIt WESR

) SYERBARARTE AR TR ORK (AMmERED
»IVREE (BEE B »Tlhbh Tyt iER,
i) EEE R D ORENTIebh TWIgWER,

iv) BIER D= DR IEH P IE S hIFESo

v) BRSECEEY RIETEROA S RIEN,
i) F0ff, HEHUEEBELHIFBRNHD VT LH
E LEEER

fok, B BEOHEIETHERTHHRHEE
B4\ T key cord BARETICITIR» 1o

5 EBRZHRO¥E

BEMBAYO0OBEEED, 0OBEKXIU'SH BizH
iR, R, REEYTRVCERSROHAERZTR-
o

i) UTI e X 2 HE

UTI EEHeplise (5 2 ROy, BIRIZERAL,
BE, FEO 3B, MERIBEL, By, wX
ﬁ.Tﬂ(ﬁ%&%ﬁ)@4&%rﬂibtoﬁAﬁﬁ
HEIBR, MERYEELL, TOHBETEE

Fig.5 Criteria for clinical evaluation

1) Efficacy on pyuria

Atter » " + +* -
Before (05 eor)| Candwee)] e | Ohee
[ [:Decre

+

Unchanged
[+ wer)

s-g
o her)

2) Efficacy on bacteriuria

] 0~ <10°CFU ml| Z10°CFU ml

0 Eliminated ”"m
<10°CFU ml
210°CFU ml

Decreased :

A\

. 3) Overall clinical efficacy

Cleared |Decreased|Unchanged
Eliminated| Ece]leﬂ ;

Decreased

________ e
h

----- Moderate: - --

Replaced

Unch Kl

Poorlor Failed) !

Fig.6 Scale for estimation of drug usefulness

LA LALLM LSS LA A L AL ML WL A ‘]
Sufficiently  Satis- Common  Unsatis- Useless
satisfactory factory factory

%, BE), EHOIBMHE L (Fig.5),

i, MERCHTIHRLFNC, BEFHICHEE
MBI EXHIE Lz, & DF, EINCID bR EEA
BEBCADLIL Ko BB ELRR H-Th
WREHE LD, —F, ALEEVNEEELZEDLR
TBEIL L OBEBUC BRI S L FIE L,

ok, BHERBEAECKSWCTUIAEERORTE
BB L0 b, FERITEDFMEIE,» SBRAIh T
WAHDT, Ao IcERREACHRTSEEbRELD

BB\ TR DWW TR BRI R L,

i) JaREE ME I X BEEREE DHIE

Inwgﬁmlaﬁ—%%&uﬁm,%ﬁﬂﬁﬁﬁ@
Bofk#E kb, BERHELEL B OOHY, £
D 4 BFETHIE Lo

6. HRMEOHE

FERRShE L EIEREAMIEL, FrROEH L b HEL
L7 ECHREUESE S FEH 2 M L, Fig.6 TRl
Fr s Ry — L Bl x DIEGIOEBH:EZHE LI,

7. MIEEAIRG

I B A¥EERHEIMEERRKFZ (LF—B) Tk

THEIh-EOREE MIC JIEXARINCTIR-
#:o [SEIX BerGEY's Manual (5 8 kR) (¥ L, MIC
O BB AACEEEESEREC K > T, CTX &
SBPC ni#EHIiz>\T 108CFU/ml #&® 2 {5 TT
ot ¥io, EHIEBEEIEHIE b <0.025 pg/ml 226
>1,600 gg/ml 1T\ 7o B 19 BFEE L7,

8. EIfeA KR

e OBREIEN, BEAE G, TR DB
B > ER LI, ET, BEOHIKC TR OBERK
EXFHRVERIC XA FEOREYHR LTS,

i) MmyE#s : RBC, WBC, Hb, Ht, Platelet

i) FREssERA - s-GOT, s-GPT, Al-Pase

ii) BHRERE : BUN, s-Cr

9. MBEHEERS

Bt BTG X OERBROHER TR S 1, K
ToOHKES b s HRUEEASYRY, HRMCT
DEEXITR-T0 -

s (BIERES), BHES (v ir—-7-),
L (EEFHRERY), AR ¥, 7 ¥,
HiEx, =HERE, BRE— BEKRX
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10. FAZ

BHATEATAEYER, TARRLEERL, DR

HEERL TR THA, BEOHERTL, T

Table 3 Result of contents of test drugs

. B - e = CTX SBPC
filietF %3~ i Lr_ﬁm&ﬁ%uﬁ;ﬂi%%ﬁ#ﬂﬁ%ﬁ content/vial content/vial
fou, X, BIfEAROVWTIRE ORI L EAIR S L (%) (%)
DEIFEBILAIZ L, LrdicshbOFECHLT Before 0.982g 4820¢g

_ 9
HME D RBA LT & HTER L b e sk REHIL (98.2%) (96.4%)
B0 LI LEADAERLRABTYHRAL, 27 1.003g 5.052¢g
BOY LI ZIED ’ After (100.3%) (101.09)
—5—ADb L TEABEREH T

11. 5 — % — O H &
Table 4 Patients studied
Patients CTX | SBPC | Statistical analysis

Total No. of cases 159 156

No. of cases excluded 30 21 2% =1.321(N.S)

No. of dropout cases 1 2 P, =0.620 -

No. of cases evaluated for clinical efficacy 128 133 x2 =0.940(N.S))

No. of cases evaluated for side effect 158 156 P, =1.000

Table 5 Reasons for exclusions and dropouts
Reasons CTX SBPC

Bacteriuria less than 10* cells/ml 10 7

Pyuria less than 5 cells/HPF 4 4

Bacteriuria less than 10 cells/m! 1 0

and pyuria less than 5 cells/HPF

Catheter irrigated with 6 9

antimicrobial solution

Violation of examination days 3 3

specified by protocol

Concomitant use of other 2 1

antibiotics

SBPC administered immediately 9 1

before trial

Candida or Y.L.O. infection 1 2

Not administered due to 0

positive intradermal test 1

Urine samples obtained directly 1

from ileal tube 0

Reasons CTX SBPC

Discontintinuation due to side effect 1 1
Discontintinuation due to operation 0 1
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@ AEL LT T — % —DREREIL, WiLcoxon
DIERFIRE (Zo), X2 BRE (XD, BE#EMIE (Po)
FHEV, ERREEAE UTHRMRILSS UTEERK
?Ek LTHEA LI,

B OF B R

1. &EHR

2y b e — 7 — D IERFIEM TR EIE A bl Lot
BEFIcoOWT, REBBITEO 2 BMEaBERR Tieb
Nizo TOFERE Table 3R T X5, MEHKE LR
FOBWERK DD, ERCEBELILDOTHDZ LA
AIhi,

2. BEHEGIE

R oG r fTishh 1o REFFE 315 5IT, * o
PFUL Table 4 R 3 X 5 ic CTX #HE58 159 4,
SBPC # 55 156 fITH - 1o T D 5 LRSI L OB
BiH 54 Bl B b, ZHRFIEFEERES] 13 CTX 128 4,
SBPC 133 D45t 261 FITH - 7o

Bty LOBE OB Table 5 TRT X 5 iy
BT R P HBEE D HEEICE L T ek » T ERORE
Bodh, MBEHOHBLENERDIDOTH -1, B
AR LVRERIBERCEEEYRDIED - T,

3. HTERF

Table 6 Background characteristics

Characteristics CTX | SBPC Statistical analysis
Sex Male o =1508(N.S)
16—29 10 5
30—39 10 8
40—49 10 13
Age 50—59 19 17 Z, = 1.176(N.S.)
60—69 28 29
70—79 38 46
80— 12 14
—49 40 42
Body weight (kg) A B8 Z, =0.395(N.S)
70— 8 9
) Kidney 36 31 22 =0.561(N.S.)
Site of infection Bladder 66 80 xﬁ =1.619(N.S.)
Prostatic bed 26 22 x2=0.392(N.S))
grinary obstruction %8 gg xi _8%)(1)8&1?1%;
; : ost prostatectomy 0 xo =0. S.
Underlying disease Calculus or tumor 45 44 xﬁ =0.050(N.S.)
Benign prostatic hypertrophy 15 23 x:=1.212(N.S)
1st group 41 42 x2 =0.003(N.S.)
e | W2 | 4| B| PR
Type of infection infection rd group 1 x f S.
(UTI g‘rouping) 4th group 22 27 xi= 0.236(N.S.)
Mixed 5th group 13 19 x: =0.686(N.S.)
infection 6th group 10 12 P, =0.825(N.S.)
Catheter kllgzv ?rllfiwelt % % xi =0224(N.S)
Grade of pyuri =029 g |
rade of pyuria + _
(cells/HPF) i 2 | 55 Z, =1750N.S)
+4++ 35 41
Normal 136 133 x:=0.002(N.S.)
BUN Abnormal 13 18 %: =0.631(N.S)
Unknown 9 5 x: =0.633(N.S.)
Normal 135 135 x2 =0.137(N.S))
s-Cr Abnormal 10 x%, =0.001(N.S.)
Unknown 13 12 x2 =0.001(N.S.)
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Table 7 Organisms isolated from urine

Isolates CTX SBPC Statistical analysis

) S. aureus 1 3 P, =0.624

o S. eipdermidis 6 5 P0 =0.764

I S. faecalis 15 21 x2=0.422(N.S.)
Other GPC 11 2 P, =1.000
Subtotal 23 31
E. coli 44 48 x2=0.002(N.S.)
Klebsiella 15 17 x5 =0.001(N.S))
P. mirabilis 5 7 P, =0.772
P. vulgaris 2 2 P, =1.000
P. morganii 4 2 P, =0.434
P. rettgeri 5 3 P, =0.489

o Enterobacter 6 2 P, =0.168

Z Citrobacter 5 10 P, =0.295

[C) Serratia 18 18 x2=0.003(N.S.)
Pseudomonas 26 25 2=0.082(N.S.)
Alcaligenes 1 0 P, =0.482
Flavobacterium 0 2 P, =0.499
Moraxella 1 0 P, =0.482
Hafnia alvei 1 0 P, =0.482
Other GNR 1 2 P, =1.000
Subtotal 134 138

Total 157 169

GPC 23 31 2
GNR 134 138 x:=0.558(N.S.)

SELICEERNEEM &L Lie CTX 55 128 fi,
SBPC #5538 133 .z oWTHRRFORE LT -
1= (Table 6),

T, EFSMIMELL 70 FRIZE— 72309,
ORI HEEZRD bRk -1,

DED, RHE s X ORGSR UTIL v &
¥ CE2MOYOEBFHESBICX VB Lo, T ok
Mo EYTIS ot 51T, DI EXBREC
ThtcoiT, KEEEOIBERRT T — T VEER
EREBERBR I OGCTL R ML A, §IHII2
WTix CTX &51}%: 42%, SBPC #y53n% 46% T
BEEYEST, &V TL CTX #&57 18%,
SBPC 23% &é'&f‘mﬁb Tu 7ol £ DR, IRIRORE
DL R AR D HEL T R\WT L BRI BT Y
T el

BERES.2oTiL, CTX BERETE 128 fin b
157 #&, SBPC #34.B¢Tit 133 filA 6 168 #Epi /B X

fohh. Thk s s ABHEE (GPC) & 75 Alatd}
B (GNR) iz £X%F3 L GNR @ 55 #4&4i1x CTX
WERTIT 85%, SBPC $y 58T 82% L WREfliz e
LEH T, ¥ GPC %4%?@ GNR % 15 @
A LTS O I EEEIES ShTuign
(Table 7),

MIC ofIEA fTichhicEikiL CTX #E5RL 14
¥ (92%), SBPC #5383 158 B (94%) THotw
108 CFU/ml #f8Rs O gz >\ Fig. 7 1R Lk,
CTX #EHL LA I EKD CTX 1okt 5 MIC
DA (A) & SBPC # 5RO kD CTX x5
MIC /% (B), ¥ X0 CTX 58z hik T 5EKD
SBPC izxt3 % MIC %% (C) & SBPC #EHOE
# SBPC izxf3+ 2% MIC 5% (D) & orhciihE
ZIIEDBRI, ek (A) & (D), (B) & (C)D
BLiirEEEN LN, CTX Dizs»6%T ¢ht

Fig.7 Comparison of MIC value between CTX
and SBPC groups

P
100 )
“CFU
10°CFU ‘ml A ’]
£ B i
i
|
60 ,_—-/'fﬁ

Cumulative

=

S Statistical analysis

/A.Bz o?sisgg;
CrsD Zo=1.1715
AvsD Z,=9.698 p<o.oll

IEEEREEEE Tha0 00, 10a] a6 Toul

T EE
{,\‘CT\ IBBMEE nhs‘ 114[0‘14\8 48113[7] Im
B 2lal 7006 4|8 168 0 7 e[z 5 16 21
:
Cleprell 131213732 _3(4_1)4)20102_9255'

e oS T T e T a2 55 s Te i) BEBDEE]
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MIC #RLTWBA, ZOEIXIIETOHRNNG E
FEF ORI Llc b DT, EFAKOHES
DETHDHEELDLNS,

Pk, BRTERE ST, CTX #55+s X1 SBPC
BERD 2 BMOTRRTRIVWThIEEEIRD L
nT, AELLESHEAERLALLBLOT, UT
DHEHRF RITIL > T

4. BEERZHFE

= EAHEIM SE R  Lic CTX £ 58 128 7,
SBPC #r 5B 133 flic o\ TRAFRZE, BRI
LR, WEFCKTHHE, MEFIHR BREER
cH B R R KO MEMIC X BEERSE L SiTow
THEBRF T8>

i) BEERKHR

wAEER L Table 8 Rt X 512, CTX ##53
TIEZE% 30 §i (23%), HR 53 # (42%), |%h 45
B (35%) TEMEEDEEbEREHE UT, AR
REBET) 12 65% TH o —7F, SBPC #EH T
=4 27 f] (20%), HZh 32 Ol (24%), &%h 74 ¥l
(56%) THMRIL 44% THY, CTX BHEHIAETD
ETHER T,

DER, EERERICHEEDREY LB L
Table 9 IR LicX 5ic, BMRBRTIIFEINH (T —

TVBBRESD TH\THYF SBPC ¥ 5BEOAERERA
ETH T 50, HEFA¥EMLBEEEIRDLR T
Vo 2B (ATZRMEREYE) Tk CTX 5 E
oIt <, SBPC #5821 flAbhiont, HHL
CTX #B58H 14 fITHB DI/ LT, SBPC 58
DEILAPIT, CTX BEHIVHFEEHECFHETSH
St 3B (FOho EMEBERIE), H48 (XD
fh D> FIMRBEGSE) Tlt CTX ¥ 5EDI2 5 1 AHR
BEVA, BEERFED LRI -1, FMRFELE
L LT A, CTX 5O HZERIL 67%, SBPC
BEHORRIL 49% THHN, AEEIREDLAL
M otce

BAERP BT HHAERDEIESHE BE-»7
— 7 VREBERD, #E6 8 (BE - FBBES) LLBERD
RTIE CTX G B> T, AEERRD I
ot L L, BERR LML LTABE CTX 255
DEHR 57% 7 SBPC HEBDEHR 29% X HEE
ZEM»T

AT =T ADEE L BEERZHFED BGR 1L Table 9
DE>E, »7T—TVBEECCKTSEHRTEIR
B, H 7 —TAIERBEF T CTX #E5FH
DEREN) 77% THHOEXL, SBPC HEHDOEI
1% 46% THhHH, CTX HEFIBEREL TV,

Table 8 Overall clinical efficacy

P i ;
Bacteriuria yuna Drog Cleraed Decreased Unchanged g?tc;%rgn
. CTX 30 9 31 70(50%)
Eliminated SBPC 8 15 50(382,)
CTX 1 0 3 4( 3%)
Decreased SBPC 2 1 2 5( 4%)
CTX 8 1 11 20(16%)
Replaced . SBPC 3 1 19 23(17%)
CTX 5 2 27 34(27%)
Unchanged SBPC 7 8 40 55(410/2)
44(34%) o
: : CTX 12( 9%) 72(56%) 128
Efficacy on pyuria SBPC 39(29%) 18(14%) 76(57%7) 133 Case total _
Overall
CTX 30(23%) - cogs .
Excellent effectiveness Statistical analysis
SBPC 27(20%) rate
CTX 53(41%) 83/128
Moderate SBPC 32(240/3) CTX 65%)
Z, =2.666(P<0.01)
Poor CTX 45(35%) SBPC59/133
(or Failed) SBPC 74(56%) (44%)
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Table 9 Overall clinical efficacy classified by type of infection
No. of cases v Poor Overall Statistical
! ffect
Group Drug % of total) Excellent | Moderate (or Failed) e ecr allwtlg_ness analysis
Lt CTX | 41 (32%) 7 13 21 49 9% Z,=0.826
St BTOUP| qppC | 42 ( 32%) 13 9 20 52 9% (NS)
ord CTX | 21 (16%) 00 14 7 67 % Z,=2123
nd 8roUP | gppc | 18 ( 14%) 1 4 13 28 % (P<0.05)
Single 3d CTX 21 ( 16%) 9 10 2 90 % Z,=1.792
infection | - EP%P|SBPC | 15 ( 11%) 5 2 8 47% | (NS)
sth CTX | 22 (17%) 1 6 5 77 % Z,=1919
ErOUP | oppC | 27 ( 20%) 6 10 1 59 % (N.S)
Subtoal | CTX | 105 (82%) 27 43 35 67 % Z,=1.848
ubtotal i sgpc | 102 ( 77%) 25 25 52 49 % (N.S)
sth zroup| CTX | 13 (10%) 2 4 7 46 % Z,=1.483
ETOUP |\ SBPC | 19 ( 14%) 1 3 15 21 % (N.S)
Mixed sth eroun | CTX | 10 ( 8%) 1 6 3 70 % Z,=1.133
infection BrOUP | sBPC | 12 ( 9%) 1 4 7 2 9% (N.S)
Subtotal | C1X | 23 (18%) 3 10 10 57 % | Z=1966
SBPC| 31 ( 23%) 2 7 22 29 % (P<0.05)
Total CTX | 128 (100%) 30 53 45 65 % Z,=2.666
SBPC | 133 (100%) 27 32 74 44 9% (P<0.01)
. CTX | 54 (42%) 9 17 28 48 % Z,=0.159
With catheter SBPC | 61 ( 46%) 14 12 35 8% | nNs)
) CTX | 74 ( 58%) 21 36 17 77 % Z,=3376
Without cathet
HHiout catheter SBPC| 72 ( 54%) 13 20 39 46 % (P<0.001)
Table 10 Evaluation of efficacy on pyuria
Drug C(loza)red De(:(]’o;o?SBd Unc(l;/il;ged Total ° Statistical analysjs
44 12 72
0, 0,
CTX (34%) ( 9%) (56%) 128
56(44%) Z, =0.440
(233 ) 1‘11% 7 (N.S)
SBPC % (14%) (57%) 133
57(43%)

i) BEReRT 5%R

BRCHT 553 Table 10 23 bh 3 & 5 2,
CTX #HRETIRIEFAL 44 ) (34%), & 12 ) (9
%), TE 17201 (56%) THbH, EFtxeEDLUER

(LT, SR EMET) 12 56 i (44%) THhoto —
73, SBPC {Z 5Bz 3\ TIXIEF L 39 7 (29%), B&
18 0 (14%), A% 76 il (57%) Th b, HERIL T
Ol (42%) L7 v BABEITDO R ot IHK,
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Table 11 Efficacy on pyuria classified by type of infection
No. of cases Cl.+ Dec. Statistical
Group Drug (% of total) Cleared | Decreased | Unchanged %) analysis
CTX | 41 (32%) 15 2 24 17(41%) || Z,=0.785
Ist o e
St 8I0WP | oppc | 42 ( 32%) 16 7 19 23(55%) || (N.S)
CTX | 21 (16%) 1 2 18 3(14%) || Z,=0.180
2nd e
nd grouw | sppc | 18 ( 14%) 1 2 15 3(17%) | (NS)
Single 3rd group CTX 21 ( 16%) 10 3 8 13 (62%) Z,=0.070
infection SBPC| 15 ( 11%) 7 2 6 9 (60%) (N.S)
CTX | 22 (17%) 13 2 7 15(68%) || Z,=1.152
4th o
ETOUP | sBpC | 27 ( 20%) 1 4 12 1566%) | (N.S)
Subtotal | CTX | 105 (829%) 39 9 57 48(46%) | Z,=0.107
SBPC | 102 ( 77%) 35 15 52 50 (49%) (N.S)
CTX 13 ( 10%) 3 1 9 4(31%) || Z,1.090
Sth 8roW | sppc | 19 (14%) 1 2 16 316%) | (NS)
?thet'i 6th groum CTX 10 ( 8%) 2 2 6 4(40%) || Z,=0.116
infection SBPC| 12 ( 9%) 3 1 8 4 (33%) (N.S)
CTX | 23(18%) 5 3 15 8(35%) || Z,=0.991
Total CTX | 128 (100%) 44 12 72 56 (44%) Z, =0.440
SBPC | 133 (100%) 39 18 76 57 (43%) (N.S)
. CTX 54 ( 429%) 18 3 33 2139%) || Z,=0.035
With catheter SBPC| 61 ( 46%) 17 9 35 26 (43%) (N.S)
. CTX | 74 (58%) 26 9 39 35(47%) || Z,=0572
Without catheter SBPC| 72 (54%) 22 9 41 31 (43%) (N.S.)

Table 12 Evaluation -of -efficacy -on bacteriuria

Drug Elin(n(i)/rol)ated Dec(%z;sed Re?cl‘/:)ced Unc(}é/ir)lged Total | Statistical analysis
70 4
20 34
CTX (55%) (3%) (16%) ©7%) 128 J o s0s
74(589%) (P<0.01)
50 5
23 55
SBPC (387%) %) (17%) 41%) 133
55(419%) El 22 =7.673(P<0.01)

El: Ratio of “Eliminated”

KEFRERAIR IV T —F VEBORENCHEY LT CTX #BERIT kT BT 70 61 (55%), B 4 B
BRv I o2, LR EEFMCEEERES bR (%), B 20 6l (16%), K 34 6 27%) T»

Teinote (Table 11), % o1k L, SBPC #EHETIZ TR 50 i (38%),
i) MERCxT 5%R 561 (4%), 23 1 (17%), 55 Bl (41%) TH Y, CTX

MEFR T 25812 Table 12 WRL 7= & 5 i, HERNEECER T, TOZ ERBIERSIVOH
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Table 13 Efficacy on bacteriuria classified by type of infection
No. of cases . El.+ Dec. || Statistical
Group Drug (% of total) Eliminated | Decreased | Replaced | Unchanged %) analysis
- CTX | 41(32%) 12 3 11 15 15(37%) || Z, =0.982
ETOUP I sppC|  42( 32%) 30 1 6 15 21(50%) [ (N.S)
ond CTX | 21(16%) 13 1 3 4 14(67%5) | Z, =2.546
A 8TOUP | oppc | 18( 14%) 5 0 2 1 5(28%%) || (P<0.05)
Single CTX | 21( 16%) 18 0 1 2 18(864) || Z, =2.460
3rd group 70470
infection SBPC| 15( 11%) 7 0 2 6 ,H:é)’(P<Oﬂ$
it omou |CTX | 22(172) 16 0 2 4 16(73%) | Z, = 1677
BT | sBpC|  27( 202) 12 3 4 8 15(367%) || (N.S.)
Subtoal ICTX | 105( 82%) 59 4 17 25 63(60%2) || Z, =2.244
" SBPC| 102( 77%) 44 14 40 48(47%) | (P<0.05)
st eroup | CTX | 13(10%) 5 0 2 6 5(3870) | Z, =0.814
g0 \sppc| 19( 14%) | 3 0 6 10 3(16%) || (N.S)
Mixed oy | CTX | 100 8%) |6 0 1 3 6(60%) | Z, =1.160
infection | " B ISBPC | 12( 59) 3 1 3 5 4(33%) || (N.S)
|
'cTX | 23(18%) 11 0 3 9 11(48%) 11 Z, =1.444
Subtotal |
ubto |SBPC| 31( 23%) 6 1 9 15 7(2392) | (N.S)
Total CTX | 128(100%) 70 4 20 34 T4(58%) || Z, =2.893
SBPC| 133(100%) 50 5 23 55 55(41%) || (P<0.01)
¢ 0 | - ~0, _
With catheter CTX | 84(42%) | 17 3 13 21 20(37%) IZQ—O.IGI
SBPC| 61( 46%) 23 1 12 25 24(39%) | (N.S)
{ (4 = ~ 0, i _
Without catheter | CLX 74( 58%) 53 1 7 13 54(73%) || Z, =4.017
SBPC| 72( 54%) 27 4 11 30 3143%) | )
ZRE BV THEDORFUCENRDOR TR C & 51T, A7 -FABBOREINHETE L, FE

Mo, BHEAROENTOF FRFICRBIhISDL
Ezbhbd,
#@r%ﬁ%z&&& IR IO AT TIIMEE
CHEELES SN, B2RBIVEIFD
B;{iutéﬁcb AR (LT, WMAREET) X CTX
ZEHTIXThTh 67%, 86%, SBPC #5foth
13 28%, 47% & CTX 5P AR IHVWRIRTH
ots, SR IVOHE6FHTIE CTX 582 SBPC
BEBIVEVEALR TS, FEEIED bR
A7z (Table 13),

L EDFEFI 7 B L BA R ST THRE T S
&, MR T A g CTX # 5% 60%, SBPC
R 47% T, CTX #5HAEECER TV, &
EGRGTIE CTX BEF QBRI EVELER TH-1:

2 BEEREDBREN T,

PITRIABMCATERRD bhish - o, EBER
LT CTX 5Bl R 73%, SBPC #5R
DAV E 43% THH, CTX $E53E» SBPC HEHT
HUATZECEIRTS 700

iv) HIBESAYR R

HENTORERH LBO B Y, BRI
kT HMES & T, HEFEEkEF Difﬂ]ﬁ%ﬂﬁ%%
ZH5E LT Table 14 iTiR L 72, £fhD MIEMERR
CTX 5B » 75%, SBPC L1 » 60% &ieh,
CTX BEWIBETHE CEERTH -7 TDIDS
5 ARHEERE A fRicov Ty, CTX 5 RoiER I
% »' SBPC ¥ 5BED 68% X R TH -7, Hif
YINTHEEED bR ot E7, 7T AR
BTt CTX #5BoNERIT 72%, SBPC #%
REDMERIL 58% THH, CTX 5N HERY
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Table 14 Bacteriological response

CTX SBPC S
Isolates - - tatistical
No. of | Eradicated . No. of | Eradicated . i
strains (%) Persisted || i 2ing (%) 7 | Persisted analysis
S. aureus 1 1(100%) 0 3 3(100%) 0
o S.epz'dermidzls 6 6(100%) 0 5 3( 60%) 2 P, =0.182
Y S. faecalis 15 13( 87%) 2 21 13( 62%) 8 P, =0.142
¢ |Other GPC 1 1(100%) 0 2 2(100%) 0
Subtotal 23 21( 91%) 2 31 21( 68%) 10 P, =0.051
E. coli 44 37( 84%) 7 48 33( 69%) 15 P, =0.094
Kilebsiella 15 12( 80%) 3 17 6( 35%) 11 P, =0.016
P. mirabilis 5 4( 80%) 1 7 6( 86%) 1 P, =1.000
P. vulgaris 2 2(100%) 0 2 2(100%) 0
P. morganii 4 4(100%) 0 2 0( 0%) 2 P, =0.067
P. rettgeri 5 5(100%) 0 3 1( 33%) 2 P, =0.107
o E;:zterobacter 6 5( 83%) 1 2 1( 50%) 1 P, =0.464
Citrobacter 5 4( 80%) 1 10 9( 90%) 1 P, =1.000
Z. |Serratia 18 10( 56%) 8 18 8( 44%) 10 P, =0.740
) Pseudomonas 26 10( 39%) 16 25 12( 48%) 13 x2=0.164 (N.S)
Alcaligenes 1 1(100%) 0 0 0 0
Flavobacterium 0 0 0 2 2(100%,) 0
Moraxella 1 1(100%) 0 0 0( 0%) 0
Hafnia alvei 1 1(100%) 0 0 0 0
Other GNR 1 1(100%) 0 2 1('50%) 1 P, =1.000
Subtotal 134 97( 72%) 37 138 81( 59%) 57 x2=5.047 (P<0.05)
Total 157 | 118( 75%) 39 169 | 102( 60%) 67 =7.468 (P<0.01)
HERRTH -1, FERLIL>T\WB, —7F, 50 pg/ml LLETIRE AR L
BRI a5 &, S.faecalis, E.coli, Enterobac- O MIRE LZFE—FH LT 5, TOEHmE L

ter 35 X% Serratia i3 CTX #y58»t SBPC #y 5.7%
CHLEWEAXTh-oh, AEZERRD LI, -
teo Klebsiella TI13%%=nt CTX #4558 80%, SBPC
BERE 5% THY, CTX HEBVARECEVHAX
TH -1, indole BBt Proteus Tt CTX #EFHD
T%&® 100%, SBPC HEED 4R 43% T, CTX
REBRVAEECER T (Pe=0.011), L 2 L 7 A
b, Pseudomonas [§ (K3 % P. aeruginosa) ® X 5
Z, BEEZRZS LRV LT CTX #5HOHE
K 39% » SBPC #yLREDOMERI8Y L0E5L DD
Hoto

V) BNEEHILEE & RN AR

FEED MIC Ll%kED BIFE % Table 151278 L
o Eie, &xDEFCETD BRSO BEHEEKD
MIC 4#i% Fig.8,9 IZ/R Lo

108CFU/ml M35 CTX 5 TOMWEKD
MIC %13 FEfeRic HLB L T BRHEMICR » T B 2 &
PSR RER S hioht, £ o3 MIC EAEIR

< MIC 6.25 ug/ml~50 ug/ml %73 EEDOELHER
BRTHHIENETLNRD, L Lich b, #E MIC
BERERE LTHT, FOLTFRBSFHAHERRYHEET
%%, 3.13< L =6.25ug/ml Tit 87% & 62%, 6.25
< Lk =12.5pg/ml TiX 79% & 66%, 25= & =250
pg/ml T 79% & 64% #RL, 50< & 2100 pg/ml

Fig. 8 Relation bdtween MIC and bacteriological
responses to CTX treatment

(%)
100

10%¢cells/ml
Eradicated

----- Persisted

Cumulative

Statistical analysis
2¢=2.235/P<0.05)

oo ﬂ‘(\!ﬂ’ﬂlk“oy{\"] KBH IR L Nr)m‘ W ‘T(\

Eradicated] 1 1[551010\2\1312;4!6 118 133]6 916 | (106
1211’T 8. 2,6 51 2/4]1] | D

Persisted i
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(909 ) | (%98 ) | (%15 ) [ (90 ) | (%05 ) [ (9605 ) | (%5€ ) | (%28 ) | (959 ) | (%€8 ) | (%SL) | (%08 ) | (%001) | (%0 ) | (%001) | (%001) | (%000) | (%001 | (%000 | % )| (% )
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Fig.9 Relation between MIC and bactenologlcal
responses to SBPC treatment .
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" Table 16 Strains appearing after treatment

CTX SBPC
Isolates
X No. of strains | No. of strains
S. aureus - 1( 3%) 0
S. epidermidis 1( 3%) 2( 5%)
- S. faecalis 5( 15%) 1( 2%)
Other GPC 1( 3%) 0
E. coli 0 6 (14%)
Klebsiella 0 ( 12%) 9 (21%)
P. vulgaris_ 0 1( 2%)
P. morganii 3 2( 5%)
Enterobacter 1( 9%) 3( 7%)
Citrobacter 4( 3%) 2( 5%)
. Serratia 4 (12%) 7( 17%)
Pseudomonas 3( 9%) 2( 5%)
Flavobacterium 2( 6%) 0
Alcaligenes 1( 3%) 1( 2%)
Achromobacter 1( 3%) 0
" Candida 5 ( 15%) 5(12%)
Y.LO. 1( 3%) 1( 2%)
Total 33 (100%) 42 (100%)

KR\Th 73% & 75% &7~ L, & MIC AR5
HERLBRURBFTH -7 2D X 512, MIC HME
ETH BT b h b b I HHET B ELET 5 KE,

MIC A Ef*ﬁﬂooﬂ) METHERL HHERD R T
WER, COREREGRICRAT B L EOBEIE—F
‘WELK%O P. acruginosa % Serratza J& Tt MIC »°
ﬁfﬁ—ciof%ﬁﬁ?zﬁﬁ%ﬁ %<,
HEELR LTS HEERRIBFTH %,

SBPC # 5B\ T h I %kHkD MIC 57 RN

el T BA%, & DIEFTIRRCEED © — 7 55 50 pg/
ml & >1,600 ug/ml D 2#HTHH, 200~1,600 pg/
ml OEEH T+ HEEIS DL, FORKE, Hk
BIEMBIC L2 5B Pic\ o 7ok, SBPC HERE
Tik MIC<100 & =200 pg/ml THd 7B HIBE MY &
R 78% L 9% THH, MEOHBMCEEENED

feEfE i MIC

~ P.morganii,

Fig. 10 Susceptibility distribution of strains ap-
pearing after CTX or SBPC treatment
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Bh7: (X,2=11.886, P<0.001),

vi) BEHHERE

BE%HBE Y Table 16 2R Lic, CTX #58 31
Bl (24%) o7 7 LIGHRE 8k, 7 7 »EEREL
¥k, Candida B A~k Y.L.O. 6 D5 33 #in B,
L, SBPC %57 39 fil (29%) T, Th¥h 3,
33 B, 6BkDE 42 BB Lic, R EBITHENS <
WET 2 E#EL CTX HE58 it S faecalis, Candida
BTHhb, SBPC 58 Tx E.coli, Klebsiella &,
Serratia |B, Candida B Th -1z Z &I, E.coli &
indole EE4 Proteus J&i%, SBPC &I LiX LIXH
BH2@@THAY, CTX BEHATILECHRA LRV
CENEMEITH 5T LD LA D, 2L LTOH
ﬁ&ﬁrﬁe IOEENHEBAEORN TRV ThARE

ED LN TV,

f‘%—fitﬂﬁ%@ MIC #ffik CTX ﬁk%ﬁﬁz MIC
PHIE RN o 21 kR =25 pg/ml & SR EE 15 B
(71%), =100 pg/ml 1% 11 £k (52%), 2400 pg/ml i
8#k (38%) TH b, LT LLMHEE TIE/a\ 2, SBPC
BERED 30 BETIL 2400 pg/ml%ind EERERE 24
¥ (80%) % 3T\t (Fig.10), 783, CTX iy
% MIC ' <25 pg/ml ORMETH B IS bbT,
CTX HEHCHE LME T 10 %kThH, Serratia
}E Klebsiella J&¥ X U° Entérobacter B4 2 ks & TH

o —77, SBPC I LT MIC 75 £100 pg/ml TH b

7‘;7) & SBPC #5410 L7 6 #ki% P. aeruginosa,
Klebsiella J&, Citrobacter J&, S.faeca-
lis, S.epidermidis % 1Bk TH » 7o

%7, CTX #5 L SBPC # 5B IF 5 HREH T
BEEo MIC % CTX & oW THIET 5 &, TOHTMC
EEBRIC IS b ey, SBPC o MIC fEic s
\Tik SBPC #r5#HEE T3 £1,600 pg/ml %R
EEMEE S RCHM X h, CTX #5&HHE O

SBPC 1=xf% 5 MIC o4& ORicEHEE,NRDLI
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Table 17 Comparison of MICs of CTX and SBPC for the strains appearing after treatment
Treated | g MCeml 1 6 1313 | 625 | 12,5 | 25 | 50 {100|200|400|800| 1600 | >1600 | Statistical analysis

CTX 3 1 2 4 2111612
— CTX Z,=1.103
SBPC 6 1 5 3(2(7(2(4]1 (N.S)
CTX SBPC 2 21213 211 9 Z, =2.177
SBPC 1 312 2 22 (P<0.05)
Table 18 Efficacy on subjective symptoms
Drug Cl(eg/r)ed Dec(roza)\sed Unchanged | Total | Statistical analysis
i /
CTX | 30(77%) | 4 (10%) 5 39 Z,=0.287
Fever (N.S)
SBPC | 32 ( 80%) 3 (8%) 5 40
CTX | 15(37% 12 (32%) 11 38 _
Pollakiuria i 2 Z”(NOS%%
SBPC | 13 ( 32%) 8 (20%) 20 41 -
CTX | 23(66%) 6 (17%) 6 35 _
Pain on urination ? i Z“('{IO'SI)8 4
SBPC | 25 ( 66%) 4 (11%) 9 38 -
_ CTX | 1(100%) | 0 0 1
Discomfort of urination
SBPC | 0 0 0 0
CTX 2 (40%) 1 (20%; 2 5
Residual sensation ? @0%) Z,=0.088
SBPC | 3 (43%) 1 (149) 3 7 (N.S)
] ) CTX 0 0 0 0
Lower abdomial discomfort
SBPC | 0 0 1 1
Lower abdomial pain CTX | 4100%) | © 0 4 Z,=0914
and/or lumbar pain SBPC | 6 ( 75%) 1 (3% 1 8 (N.S)
Table 19 Clinical assessment by investigator
E i .
Drug xgg/ll)ent G(g/:)d 1(:;01; f(’l%))r Total Statistical analysis
38 53 14 23
CTX b . o 128
(30%) 41%) (11%) (18%) Z =3_(2)'{)5
24 41 32 36 (P<0.
SBPC (1825) (31%) (24%) 27%) 133

7= (Table 17),
vii) EBEER

TXTBER

EREBICHET DERYERS L, RBRREAEICHE
THRERICOWTOLBEF ML, Table 18 1IZ/R L7z,

Rema T HEEHRIITH L b 80% Ll ETaY, AR
ERTb b RIr - 10 FRICHT 5 BERiz CTXE
LR 719 T SBPC # 580 51% 1w LV A
TS e - tee PR ORER b FAHCHE
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Table 20 Drug usefulness
Sufficiently Satis- Unsatis- Statistical
satisfactory factory Common factory Useless Total anzll;silg e
CTX 44 43 20 21 0 128 7, =3313
SBPC 30 29 39 34 1 133 (P<0.001)
Table 21 Side effects
Side effect A
dministra- | Incidence of Statistical
Drug | Sex Age Type Date of Date of tion appearance analysis
appearance | disappeared
CTX | M | 68 | Erupti isconti 1/158
ruption Ist day Ist day Discontinued 0.6%)
P, =0.620
SBPC F 57 Eruption 4th day 5th day Continued 2/156
M 61 Urticaria Ist day Ist day Discontinued (1.3%)
ERBD LRI - T, SRR IRt BEBROWTREIERIHT 54K

viil) BYER OHFIZ X B ERSHE

HEYUEIHE OKEER X b HIE LICEREIR %Y Table
19 iR L, EShER XOER) LB I hic EFE B%)
R LTARRYEET S &, CTX HE5H Tz 91
Bl (71%), SBPC H#EFETIX 65 ] (49%) THD,
CTX BEFVERECEVCENRTH - 7o

5 HRk

BRSEDHER T\ 2 7 CTX #55 128 fi,
SBPC #5.5 133 flico\\C, HUEDCHEC L AER
HEDRE & RIF L,

TDOR#E% Table 20 KRLick 51, CTX ®EH
TRIEFCHR OIS 44 6] (34%), HRIL 43 fl
(34%), SBPC #EBETIFNFh 30 #l (23%), 2961
@2%) ThHbh, CTX HEH BRCEL T

6. EIfeA

i) BlIfeR

BIfERBIC > TikBRAy, BRGS0 TRIREIR D iR
Fllo #0MEER, KRKIEHABMETH - el b
RESRhI: CTX BEHO 162K <, 314 #l (CTX
BEF 158 4, SBPC #E8 156 i) o\ TORE
B TH -0 RBEHE CTX HERE T2 0.6%
(1/158), SBPC #5813 1.3% (2/156) ¥ RL T\ 5
B, RERCIARMCERZRIRAD bhisy, BIfFA
DR, CTX HEHD 1 IR B T, = OEIERD
B ENFHIEE TV B, SBPC 5B TRIEKE D
181, MEAREECER LCRESHT, MET#E

FHRT IS OEENFFEIN T D, WTROEFIDE
TEZE S THREIERED b TigLs (Table 21),

i) BIRREMERT

BIENME OBERBREBEDOL T % Table 22 1Z/R L1,
D5, EEMENDREBENDOEEDZVIIEEOR
EEASERE Licd DL oWT, HMEICEAIRYS & OB
MEER L, RREFHEVEALY, v LIBEEYEE
THZENTERNE DL RBIEACEHD D LA
L, FOEFO—E% Table 23 WRL 7o = DFE
B, B BB T A LHEIhCERBEBEOR
#13, CTX #EEix 1.9%, SBPC &M TIX 2.6
B DOEGICTED bR TWAB T LA LicA, EBRRC
BB EEERRD bR T WLy, ks, REEY
BELAREEBR TN TRFEECEEETS L O Th-
oo

% %

1. #EBIOWT

& B OB CIRIEE R BRRRYHE b R R & Lic
723, SBPC o5& #% 1 H 10g LW KEDOHER
i Lichs CTX ik BIBE Lo B 3 LTk SBPC
AN, BN BFRENERL, 22 CTX &3
FHRBROBS Y ER TS L CTX 1 5BOBFHNEIHL
MBS L OoFEMN L bhiz &, Ebic CTX KER
SRBEOREUNEFLHER IR TV L HWEL, T
PBREBEY1H 28 & L, EHIT D{FRORTET
LT, M, FRrhSERIEE O#ET L RPTTET, @
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Table 22 Changes in laboratory test results
, r ’Total No. No. of cases with changes in laboratory test result * aDtitr?gS{:g%%
tem rug of cases A B C D E drug
I RBC 'CTX | 144(100%) | 126(87.5%) | 1 (0.79) |12(8.3%) 3(2.1%} 2(1.4%) 0 (0.0%)
SBPC| 147(100%) | 122(83.0%) | 2 (1.4%)| 9(6.1%)|11(7.5%)] 3(2.0%) 0 (0.0%)
Hb CTX | 150(100%) | 130(86.7%) | 1 (0.7%) |13(8.7%)| 3(2.0%) 3(2.0%) 0 (0.0%)
SBPC| 152(100%) | 126(82.9%) | 2 (1.3%) |10(6.6%)|12(7.9%)| 2(1.3%) 0 (0.0%)
Blood | Ht CTX | 150{100%) | 132(88.0%) | 1 (0.72,)| 9(6.0%)| 3(2.02%)| 5(3.3%) 0 (0.0%)
00 SBPC| 151(100%) |127(84.1%) | 2 (1.3%)| 9(6.0%)| 9(6.0%)| 4(2.6%) | 0 (0:0%)
WEBC CTX | 149(100%) | 114(76.5%) | 13 (8.7%) |12(8.1%)| 4(2.7%)| 6(4.0%¢) 0 (0.0%)
SBPC| 150(1009,) | 113(75.3%) | 20 (13.3%,) | 7(4.7%)| 5(3.3%)| 5(3.3%) 0 (0.0%)
Platelet CTX | 128(100%) | 115(89.8%) | 2 (1.6%) | 3(2.3%)| 0(0.0%5)| 8(6.3%) 0 (0.0%)
@ SBPC| 113(100%) | 105(92.9%) | 5 (4.4%)| 000.0%)| 1(0.9%)| 2(1.8%) 0 (0.0%)
GOT CTX | 148(100%) | 129(87.2%) | 7 (4.720) | 2(1.4%)| 3(2.0%)| 7(4.7%) 2 (1.4%)
SBPC| 150(100%) | 125(83.3%) | 5 (3.3%)| 8(5.3%)| 4(2.7%)] 8(5.3%) 2 (1.3%)
Hepatic GPT CTX | 143(1007) |126(88.1%) | 7 (4.9%) | 3(2.1%), 2(1.4%)| 5(3.5%) 1 (0.7%)
function SBPC| 148(1007%) | 125(84.5%) | 8 (5.4%) | 9(6.1%)| 1(0.79/)| 5(3.4%) 3 (2.0%)
Al-Pase CTX | 142(100%) | 12084.5%) | 3 (2.12.) |11(7.725)| 5(3.5%)| 3(2.1%) 2 (14%)
(K.A) SBPC| 146(100%) | 132(90.4%) | 3 (2.1%) | 5(3.4%)| 3(2.1%)| 3(2.1%) 2 (1.4%)
BUN CTX | 149(100%) |135(90.6%) | 2 (1.3%)| 7(4.7%)| 4(2.7%)| 1(0.7%) 0 (0.0%)
SBPC| 151(100%,) | 133(88.1%) | 10 (6.6%) | 4(2.6%)| 4(2.6%)| 0(0.0%) 0 (0.0%)
Renal s-Cr CTX | 145(100%) | 133(91.7%) | 1 (0. 7%) 6(4.1%)| 3(2.1%)| 2(1.4%) 0 (0.0%)
function SBPC| 144(100%) | 134(93.1%) | 1 (0.7%)| 6(4.2%)| 2(1.4%)| 1(0.7%) 0 (0.0%)
Direct CTX 6(1007,) 6(106%) | 0 (0.0%)| 0(0.0%)| 0(0.0%)| 0(0.0%) 0 (0.0%)
CoOMBS' test| SBPC|  5(1007,) 5(100%) | 0 (0.07.) | 0(0.0%)| 0(0.0%)! 0(0.0%) 0 (0.0%)
* A Within normal range D : Abnormal value (deterioration)
B : Improved E : Deterioration from normal range
C : Abnormal value (no deterioration)
Table 23 Cases with deterioration in laboratory test results
Ratio of Statistical
Drug Age Sex Changes of abnormal values appearance analysis
75 M GOT(39—69)
CTX | 34 F Alk-Pase(70—167) (?/91;8)
J70
80 M GOT(42—261),GPT(30—410),Alk-Pase(81—93)
47 M GOT(33—170),GPT(9—182) P, =0.722
65 M GPT(39—120),Alk-Pase(60—124) -
SBPC 4/156
64 M Alk-Pase(60—219) (2.6%)
78 M GOT(19—40),GPT(16—36)
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(ORBRBILERXBEC L THECER Ly, 5
HOFAECIRIB B R EE REHIE B L T 1k SBPC #
EBEOBHRNVETHD, TOMOBEREIC X5 RIERES
ET CTX 5 BOBEHRIETERIFELB LR
BEELONI, ZOFHRITMEFAIIROBE L1213
—HLTWBZ ENFHBA LI, HRBETRRT
MRT AL EDHBEMXL B L IY, VW oX 5 ERE
BFRNTREIR /L oo L7chi» T, RBREEFEICI W
Tig, H—Ihi-HEEC > TEE, HEINEIE
RROFBOBMI—EEREC L6l LV EDEE
BB T LA TH L LARBE IR LB
bhb,

2. BERZHFEITOWT

SEORETIE CTX 1 H 2g, 5 BROHKEIR XD
65% DEBBRAEB O NICH, T ORI BN R I RS
Exmgs LK LTREBCERELDOTH S,
CRRTOMEE, HEHEOHE, REBOHMOER
EhBBIed—EITII 27\, ORI T I 2
BESRAAEMBEOBBICIEHT 2055\ XL LAKE
T5LDTHB, birkiz dibekacin (DKB) + gen-
tamicin (GM) D_EEHREI X A4S, tobramycin
(TOB) L GM o H#&#34", amikacin (AMK) &
GM O_BEERIZ X BBHEDOHES 7L & D HigEi:, GM
1H 80mg @ AR 49%~54%, GM 1H 120mg
D EHK 56%, DKB 1H 100mg O FHX 43%,
TOB 1H 120mg OAEZR 54% KXV AMK 1H
400mg DHZHRK 59% TH b,

—%, CTX & AF%D B-lactam H 44X, cefaman-
dole (CMD) & CEZ B, cefotiam (CTM) &
CEZ o3B!, cefoperazone (CPZ), carbenicil-
lin (CBPC) o HBisRER"Y, e & DRt CEZ 18 3
g DBAYE 43%, 1 H 4g OBEXX 34%, CMD 1 H
3g DARR 48%, CTM 1H 2g DAEYE 47%,
CPZ 1B 2g oK%K 60%, CBPC 18 4g OFD
R 0B THbH, LichinT, #H3Hfod CEPs & {L0E
BEhs CTX ® CPZ el it e hUBIc B S h ko
CEPs icht# L TERLERE V2 X 5,

SRz LTS ExRBIEH & LTHA L SBPC (1

A 10g 5 ARIRE) ORANL, 4% TH H Faos
L EET 2 EL B SR,

RERERHIEARRRC I, 81BN
WEFR LR BIEA X hENRESRYRLTE Y, Bio
B3 CRHEHFNCABENBD LR T B, ¥z,
AT =T NEBEEGIC KT S AR IEFDBEN X b
BEFEG LIV X, 8% OFMRY 7 L, BEKY
EGIC BT 2HHRS CTX HERTIX 57% R L,
SBPC B 5RD 29% T LEBICE - Lir v
fheiuE, CTX 18 2g Of5, BHMERSRESR
ED LA IHEBRECM LTS SBPC 1 B 10g #4512
EfT 2255V 3B5EHR1BOIDLDEELL
NBo LichinoT, ThiTHEEDEBY L BLE
2bh T BB REEBEERY BT HREECH L
Th, ANLERERNCRVBELDEELX LN,

—77, BAEKRHROBEDOVD LD THBBER AT
DBICIIHIEFCEIZD O T UL Eh b,
MEERICH T 2RREOEN T D ¥ AR R Kk
IhicdbDEELLRD,

HEEMRBRIC O\ TIL, Klebsiella |8, indole B4
Proteus J&, E.coli 7z ¥ OBEBETIX CTX HEHOBRE
BESVHEFFENCEEICR VD, DXL OFANER
DO T B, Ei, ThHORBICH LT CTX i
ek CEPs L%V LIZBERCREDREYR L T
R Ho10 X5z Enterobacter J§<° Citrobacter BT %
BHTHB LR ENS> T ENTEL D,

% DX, Serratia |§OMIEHARIMEEI LB L
TERTH B, 2D Li2fhd CEPs iIZk\ T H FEED
EfE»ZEDd B CTMY 2 CFX12 LizigAE, CEZV
IO ETFERBETHD, ¥i, P.aeruginosa T
WBEEE LI > Ti\At, SBPC BEHOHAEN
B o T\ Bo LA Liehid, BRI OWTHD L
CTX BEHORAERDBT KT BEREN 41% T
HDHOIK LT SBPC ERTIE 17% Ll Tw
% (Table 24), = OFERIzD\Tix P.aeruginosa i
2B BRI EERRIZESTD LR TN &
M, ERREBEBN CTX 5B TRERTH -2
WEELBIB, CTX DELEVHEANZ b T AL

Table 24 Overall clinical efficacy for P.aeruginosa infection

Drug Excellent(%) Moderate(%) Poor(%) Total Statistical analysis
CTX 2(9%) 7(32%) 13(59%) 22 7 1630
SBPC 2(8%) 2 8%) 20(83%) 24 (N.5)
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WHOBEARBRENIHEREEL DN D,

Ziz, MIC L gId-#a%hR & @ B 5 Bt -z 2
WTERTHE, SBPC ik MIC A% 50~100 ug/ml &
>1,600 pg/ml &= 7 % W+5 2 kL OBRET Y
RLTWABC &, 2200ug/ml @ MIC % RTHMKDOM
SREMNEVC L E xS, SBPC 10 g/day D#
SRR 517 5 WA E 5 EOBRIITEL b D
tEZLI %,

—%, CTX R CédmuEShic 2g/day O
SERTHLh BRI ARME (CEL)' 50 ug/ml 7o\
Lizehbl bt 5 HARNEHLUT OMBOM LR
LK LT HEEaNRwC &, RERHBED MIC 5
st SBPC #E5RR L OMEMMEMH»BHORT V7
Wwo &, MIC o LR 800pug/ml CHBZ LiLEDKE
EEXRETIE, BROCIESEYHNTHILOE
hicBRER» BOhEL0LELLND,

Ll 72 2 6, BEMERICAENARYRN T,
MIC225 ug/ml i R > T% P. aeruginosa DiHKRIL
36%, Serratia [&\3. 47% TH b, MELXEDLEIHE
Rix 42% (11/26) THbH, A UREHOMBEEON L

WD 87% (68/78) LHBLTHEBICERTHS (Ifa
35.891, P=0,0001), pxC, =50pug/ml ® MIC 3
TN ONEREE 79% (23/29) LMELRLTL
%o

WD &id P asruginosa, Serratia KL DNY
iz CTX 2g/day ¥ 5 LIcBRICiZRBEMD MIC i
EAERBFRICEN I BRI TEDE LT
THUMTH S, LizV R, BEREMNSLEDL )L
FCBRMERDIHICOVTIXBMATIIHA S Tiki
n, MIC O LERA 800 ug/ml THBHZ EMb, Rek
Bt Eh 5 RAOBHRLMBKEIA TV 5 L b ERTS
LREYBH D,

XD ifi, P.aeruginosa L Serratia KTz MM
Bbh @M MEICTFRL TV 5, TORALLT
Zho0EBETIZ MIC MEICER L THALS LN
EcX5EMr A2, Ehic MIC & MBC (mini
mum bactericidal concentration) & DA A X\ L
RENBEFORDBNY, TOHEMOVTIRALM TR
eV LIchinT, Thbo 2B MizoWT CTX of
SRASHEMULCEER, XL TRERE AL T 525

Table 25 Comparison of evaluation based on UTI Committee criteria

and investigator’'s evaluation of efficacy, CTX group

UTI Investigator Excellent Good Fair Poor Total
Excellent 19 11 30
Moderate 18 31 4 53
Poor 1 11 10 23 45
Total 38 53 14 23 128

rs=0.706
t, =11.202 df.= 12§(P<0.0001)
Table 26 Comparison of evaluation based on UTI Committee criteria
and investigator’s evaluation of efficacy, SBPC group

UTI Investigator Excellent Good Fair Poor Total
Excellent 18 8 1 27
Moderate 6 - 21 4 1 32

.._,.....__..-Fo.or ”,-m.._l.. .o - - PSR aene. 12 . " B 27 oo 35 _‘.__..‘ 74.-7—'.—-"‘
U7 Tofal - 7% a - 2 - 36 B R
rs=0.768 e

ty =13.735 df.=13HP <0.0001—



VvOL. 29 NO. 2

CHEMOTHERAPY

129

b, ERERVECRD LA THY, SHIERE I
RIS

3. well-controlled study DIF¥4H¥IZD\T

LEOWE TREFOTBINEDHERIPBETH S &
gmIhicicod, —EEREYEATL Z LM TE Iah
ize FDIHOERER X Y Fiehbh s HE -1
RENHEBETHREEYNEL T2, £2 T, THRE
Y X ABEERDROHE X FBRMCHES h 5 UTI
HEORMEMN LT A LT L b, NBELATFICHE
IhD I LRI ol IRE Lic, Table 25 iRl
+ CTX #:5%%, Table 26 \ZF L7 SBPC 5B & 4
TREHEE VT HEOMCIEE T HEBMEIGED
BRTW5, (7, BRKEOHECBE LTS, UTI $HE
T2y, B, BHOIHWCHEHAL, ThZhOBEART
s ERED S FiE CTX XU SBPC #E5BTH
BlickZ s, TONMTEIRDLRILh T GER
B 2,=0.590 (N.S.), H%hEE; Z,=1.323 (N.S), &
B 2,=0.720 (N.S.)), LictinaT, ZDRITEW
THEBEHRIRIREFEIR T,

4. EIfERI2oWT

EEROREHE L CTX 58T 0.6%, SBPC #
LB 1.3% ThoTco BRBEEORFEIZOVWTLE
FloRE L BECBIET 5 & HE S W EGIIFEEERT
Hicks\wt, CTX #5834 (1.9%), SBPC #&
B4 (2.6%) KRDBLR TV B, T ORFEELT
RT—BEOHETH Y, BERTRIZERHIZETL
Twb, ¥7o, H3HRBICKITS CTX OEIEE D4
EEHYTLEIEAD BRI 2.5% B1/1216) T H
h, BRBEEEORELFESE 2.1%, BEZE 0.3%,
MmEERT 0.8% Thoflio CEPs ichBILTLrLA
BREWZ B0, LichiaT, KEARKLEDOEVE
HThHsLiERTHZENTE S,

ek, 1ABREEBIIARRTIE 28 ThH-71oh, &5
BOHMAERREEOREYETRETHZ LI THE
EhB0T, SEOBHRENILELBbh %,

Brgkzsriohich, mbks IORFBEORE, K
RHEHORECEHE e i~ F A b Uy VR
ReH LH—UK, SYHFETECRHHOBLRLE
?0

ek, FBOER I 26 @MHKLEREFLTRA
FTHRETEVTRE L,
X ik
D K #% FEER: v77eax) VRHAY
BoRR, HHEYE 34 : 1481~1494, 1979
2) ABEET 5 27 HAKCEEEYLKL, T
Ey v Ao v 4, Cefotaxime, EM[, 1979
3) WHKER: # 27 BAKRCEREYLBS,
ey v A2 v 4, Cefotaxime, M, 1979
4) RKEIER, fb: UTI E¥hsmE® (B2,
Chemotherapy 28 : 324, 1980
5) WHHER, fi (43 KR : RBEC X 5184 HLE
HRERIIEIZR+ 5 Cefsulodin (SCE-129) &
Sulbenicillin ® “EEKEK X 3R D K &,
Chemotherapy 27 (S-2) : 400~421, 1979
6) TWIEZ, fi A1MHK) : —EFMKRHE X 5DKB
& Gentamicin o REBRE AT 2 EBHHEK,
B W R £ 3% 64 1 1053~1060, 1973
7 BEEER (TR ZEEREC L
Tobramycin & Gentamicin o RERIE 1= f
THEREE, WRIZE 21 : 781~797, 1975
8) FEWEHE, fil (43 MR : BHEERBRERE T
<+ % Amikacin & Gentamicin D " EBERZEIC
X AR LK, BIWREEE 69 381~398,1978
9) R ;A f (16 HEZ) : EHEERBERE T
3% Cefamandole & Cefazolin DEEEKLZIRE D H;
#, Chemotherapy 28 : 178~206, 1980
10) AEEER, fi (29 HEzk) : Cefotaxime(SCE-963)
DEHEHERBRERRECNT5ZEEFRET X
% Cefazolin & © H#% A %, Chemotherapy 27
(S-3) : 629~648, 1978
11) R ZT|A, b HHEERBERRE T 5 T-1551
L Carbenicillin DEEKRZEDO L, 55 26 EH
KFREFLEARLTHES, FAE, 1979
12) AmEek, fii (24 MR - EHEERBRBECK
+ % Cefoxitin (CFX) & Cefazolin (CEZ) o}t
KRB, 79 HWR 40 : 601~639, 1978
13) FEREHE, TiFEs, MHEEE  EACHER
¥ & BE BE %) 2, Chemotherapy 27 : 669~674,
1979
14) Countz, G. W. & M. Turck : Antibacterial acti-
vity of a new parenteral cephalosporin—HR
756 : comparison with cefamandole and cefora-
nide. Antimicr. Agents & Chemoth.16 : 64~
68, 1979
15) MAARM, £ 27 HMEKRCEREFLEE, F;E
o vy v oI, Cefotaxime, M, 1979



130 CHEMOTHERAPY FEB. 198

A COMPARATIVE STUDY OF CEFOTAXIME AND SULBENICILLIN
IN THE TREATMENT OF COMPLICATED URINARY TRACT INFECTIONS

Yasvo Sumizu, Naoki Kato, Hiroki Ter and Tsuneo Nisuiura
Department of Urology, School of Medicine, Gifu University

Icuiro Tsunt
Department of Urology, Hokkaido University, School of Medicine

Yosuiakr KumamoTto

Department of Urology, Sapporo Medical College

Seict TsucHipa
Department of Urology, Akita University, School of Medicine

Tapao Nijima
Department of Urology, Faculty of Medicine, University of Tokyo

Tovokazu Saito

Department of Urology, Toranomon Hospital

Yosuio Iki
Department of Urology, Kanto Teishin Hospital

Masaakr OHKosHI
Department of Urology, School of Medicine, Tokai University

Yorio NaIpe
Department of Urology, Fujita-Gakuen University, School of Medicine

Koj1 OsaTa
Department of Urology, Nagoya First Red Cross Hospital

Osamu YosHipa
Department of Urology, Faculty of Medicine, Kyoto University

Hirok: WaTaNaBE

Department of Urology, Kyoto Prefectural University of Medicine

Joit Isnicamr
Department of Urology, Kobe University School of Medicine

SHUNRO Mowmosk
Department of Urology, Faculty of Medicine, Kyushu University

Tsuneo Tanaka
Department of Health Administration, School of Health Sciences,

Faculty of Medicine, University of Tokyo

Kazue Ueno
Institute of Anaerobic Bacteriology, School of Medicine,

Gifu University



CHEMOTHERAPY

VOL. 29 N_O. 2 131

To study the efficacy and safety of cefotaxime in the treatment of urinary tract infections, a rando-
mised well-controlled comparison of cefotaxime (CTX) and sulbenicillin (SBPC) was carried out in
patients suffering from complicated urinary tract infection.

Patients received either 1g of CTX or 5g of SBPC twice a day for 5 days by intravenous drip infu-
sion and the following results were obtained.

1) Of the 261 patients admitted to the series, 128 received CTX and 133 SBPC. The sex and age
distribution, site of infection, grade of pyuria before treatment and the MIC distribution of both CTX
and SBPC were compared between the two treatment groups. There was no significant difference in
the baekground characteristics.

2) The overall clinical efficacies of treatment were excellent in 23.4%, moderate in 41. 49 and poor
in 35.2% of the patients treated with CTX and excellent in 20.3%, moderate in 24.1% and poor in
55.6% of those treated with SBPC. Significantly higher efficacy was obtained in the CTX group.

3) The eradication rate of E.coli, Klebsiella sp., Proteus sp., Enterobacter sp. and Citrobacter sp.
in the CTX group was very high (87%), but on the other hand that of P.aeruginosa and Serratia
sp. was rather low (45%).

4) Skin eruptions were observed in one patient receiving CTX and two patients receiving SBPC.
Abnormalities of laboratory findings were observed in 3 cases of the CTX group and 4 cases of the
SBPC group. There was no significant difference between the two treatment groups.

Based on the above results, CTX, at the dose employed in this study, was more useful than SBPC
in the treatment of complicated urinary tract infections.



