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7432-S B LVWROL 7 = LRIMEYMRTH D, S-lactamase iCKET, WITHRMER]
75 LIRERMICN L TRV AERT 5, £ TRFRAMMRR T 5E5MDORE AkE
Mt 2 T, HRERIc © 25mgx 2/H @ 50mgx 1 /BE® 50mgx 2/8 @ 100 mgX
L/BD 45k, TEMES L, SEEL THEMEKRYREHEL, 14K TH
HOBRIC2VWTHME L, E0HR. ERSHOBRERYHRIIVTN L 1005 ISEVRKER
L, ABMIcHRBEIEBHONEN-T, i, BRELINE L6.IXLIATH 7, UTI Y
NEXMOBERE ISR L LEATORNTHEM 88.2~100. 0 DRHBERL, 4 HMicH
ERIBHOOANO -7, BRELERS 0XLATH -7 BIFERAIOVLTHLENE L4750
TORART, BEOEO L7 2 LK EERETH -1, LAcH->T, SEDLIUMBRIIHLT
7432-S 3 1 B 50 mg BROVRE | BFLR2EICAMEESZLICLD, +RUHRIME
TEX2HABGOBVEN LY 2 LHITHE XL SN,

Key words : 7432-S, &FRUMBEs, Dose response

7432-S BEHRYUEARF CHRIN/EOELT =
LEREMRTH D, B. fragilis 2R SHAMELS
D B-lactamase ILEETH Y, LBHD Y5 LIRKE
BIUE—HDT S5 LIBHBEICH L TIHREARS bLER
L., BEEA%ETRT. BoERlELHERRICBVTEL
TN WBENT VB, FRFKOERMIL 1.5~ 2
BiTHh, RPBEIL 25 mg, 50mg, 100 mg 1 E
BE5EO 10~12 BEARICEVT, TheFh 45514,
9.2+2.3, 18.9+0,0ug/ml (Mean+SD)Th »7:12,

ECLTHERIBL AKX ORE % | H 50 mg & 100
mgél, TnEhIBIEEZ2EICHIRT S 4 8
B5EREEREL, TFREBKRICHT 2R OB -
ARORF21T-1-, EFIZ7THMESL, 38HBL

UTHEOHEBMOREHET A L%, ibMpitte 1 &
MEOBRICSVWT LRH L7,

I. 4R &H &K

1. % %

870 61 4£ 5 A ~12 A DKM Table 1 ik LA 14
HROMEBHARLEZE UK FREBK R 272 f%
e LT,

2. R¥BES5HE

7432-S 2L F D 4 B0/ EHET T BERRRS
L7,

D1E25mg %1 2 EBHES BREICES,

@1E50mg (25mgXx 2A7+£L) %101 EHR

Table 1. Institutes taking part in the study

Department of Urology, Sapporo Medical College, Sapporo

Department of Urology, Japan Red Cross Kitami Hospital, Kitami

Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,
Department of Urology,

Japan Red Cross Asahikawa Hospital, Asahikawa
Sunagawa Municipal Hospital, Sunagawa
Japan Red Cfoss' Kushiro Hospital, Kushiro
Otaru Hokusei Hospital, Otaru

Sanjukai Hospital, Sapporo

Sapporo Teishin Hospital, Sapporo
Self~Defense Force Sapporo Hospital, Sapporo
Kucchgn Kousei Hospital, Kucchan
Tomaﬁémai Oji‘Gene‘ral Hospital, Tomakomai
Muroran Municipﬁl Hospital, Muroran
Hakodate Goryokaku Hospital, Hakodate
Sakata Municipal Hospital, Sakata
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Table 2. Case distribution

_ Total No. of cases
%mgX2 67
50mgXx1 69
S0mgXx2 67
100mg X 1 69
Total 272

No. of cases excluded
from the evaluation
of safety

25mg X2 7
50mgX1 8
50mg X 2 3
100mgx1 5

Total 21

No. of cases evaluated
for side effects

25mgx2 80
50mgx1. 63
50mgx2 64
100mg X1 84
Total 251

No. of cases evaluated
for clinical efficacy
by our criteria

25mgx2 58
50mgx1 62
50mgx2 62
100mgx1 64
Total 246

l

No. of cases excluded
and dropped out at 3

and 7 day evaluation

of efficacy

25mg X2 9
50mgXx1 7
50mg X 2 5
100mg X1 5

Total 26

No. of cases evaluated
for clinical efficacy
by our criteria

(3 day treatment)

25mgx2 55
50mg X1 62
50mg X 2 61
100mg X1 64
Total 242

No. of cases evaluated|
for clinical efficacy
by UTI criteria®

(3 day treatment)

25mgx2 29
50mg X 1 31
50mg X 2 34
100mgX1 34
Total 128

No. of cases evaluated|
for clinical efficacy
by our criteria

(7 day treatment)

No. of cases evaluated
for clinical efficacy
by UTI criteria*

(7 day treatment)

No. of cases evaluated
for recurrence by
our criteria

(7th day after

treatment)
25mgx2 24
50mg X 1 27
50mgx2 20
100mg X 1 25

Total 96

25mgx2 45 N
50mgx1 44 .
50mg X 2 47
100mgXx1 48
Total 184

%mgx2 27
50mgx1 26
50mg X 2 26
100mg X1 28
Total 107

No. of cases evaluated

for recurrence by

UTI criteria*
(7th day after

treatment)
25mgXx2 10
50mg X 1 13
50mg X 2 11
100mg X 1 17
Total 51

= the criteria of
Japanese UTI committee
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Table 8. Classification by signs of female patients with urethritis or cystitis
Dose L.
GroupSymptom Pyuria BacteriurialNumb?,:‘%f “‘“J Sm:;:tt‘“l
25mg X2|50mgx1|{50mgx2{100mg X |
A ® ® ® 188 (87.5) 35 42 42 47
® P ® 18
® ® b 7
® P b 1
B 8 ® ® 24 51 (20.T 13 13 13 12
8 p ® 3
8 ® b 2 NS
8 p b 1
® - 10
® ? = 8 p=0. 874
(o - ® - , ue| 9 8 5 4
8 P - 4
® - ® 0
C
2 - - ® 5 0 0 0 0 0
D © — — ! seo| 1 1 2 1
8 - - 2
Total 246 (100.0) 58 62 62 64

® : pain on micturition with or without other vesical irritability

s - Vesical irritability without pain on micturition
® : Pyuria210/hpf

p : Pyuria 1~8/hpf

® : Bacteriuriaz10¥ml

b : Bacteriuria<10¥ml]

gicis,
®1E50mg (50mgx 1A 7€N) %1 H2E8HY

BRICHS,
@1E100mg (50mgXx 24 7)) %18 1EH

BBICEE,
PVZEHBLUIEE WREHER) BRRERRET
X B EPOCIRA S €,

3. EMAE

HiFEicksa s bo—LVERE L, ESh78b
fHEE2EVES KD ER LA,

4. ERDRYE

Y128 (0HE), #53HE, 7TABARER,
MR, GEROREEITV, LUTOHETHEEDHROY
EETR -1,

1) 2ERcxd 2 ¥EH*

LIERE LTV ARL2 DHEEY itk 7o THbB,

BEAO BRER, RE HREROTRTHRRKER
LU B4 %EH{t (normalized), E LTV T
LAEMNLBEEREL CHhidRE (improved), T E
BARZEZ 12 3B L BE%EARE (unchanged) & ¢

AHETH 5,

2) UTIFRS XY FHMERD 2 EBRZICHTS
VYIER ik

UTIARSEDFEERE (EIR)V LT, 34
B&THERERDREHE LI,

5. ERUEE

BAOYRHUEZICLD T BEDER{LH L HEMIC
MLT, 20U T BECERYUELTL >, HE&k
REKRFEANFLELERDOPEE ‘BRUAL ", BLF
Abspnid “HERR . BLHoFRREAZFHLVE
BLTORBREE: "BRHY” EHELL, £,
UTI ARLEYFEERE (FIFR)Y AR LA oMs
MBI L TR EOERUEE I, THE
FoPhicx L, | BRAKRRICEROHEET- 1
6. HWERAEE
RPBERERERT 7 F2v 70 EHHERE
KK) 12T 24 5P Rk, @REZAEL, HBREHRK
¥REMERZICEMN L, HREOAMEEL LU MIC
DRTEE H AL EREFELBEL 1> TIT- T
7. EFOEWY KW S IR A
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Table 4. Background analysis
(246cases)
Item .. Total Dose Statistical
(incidence %) [ g5mex2 | 50mgx1 | 50mgx2 | 100mgx1| test
~15 000 0 0 0 0
16~29 | 57 (23.2) 14 14 17 12
30~39 | 52 (2L.1) 14 13 11 14
Age 40~49 | 38 (15.4) 7 12 12 7 p=§see7
(yrs) 50~50 | 46 (18.7) 10 11 9 16 :
80~69 | 35 (14.2) 11 8 8 8
70~ 18 ( 7.3) 2 4 5 7
, ‘ 0~ 1 75 (38.0) 16 23 14 22
Duration until 2~ 3 76 (33.5) 20 21 21 14
first medication 4~ 7 54 (23.8) 10 10 19 15 NS
from first onset 8~14 16 ( 7.0) 6 3 3 4 p=0. 408
(days) 15~ 6 ( 2.6) 0 2 1 3
Unknown 19 6 3 4 8
0 157 (17.3) 33 38 20 16
History 1 36 (17.7) 11 8 9 8 NS
(times/yr) 2= 10 C 5.0 3 4 2 1 p=0.412
Unknown 43 11 12 11 9
m 64 (26.0) 1 12 21 20
m 73 (29.7) 18 21 19 15
Frequency of + 68 (21.6) 20 15 15 18 =0, 190
micturition = 41 (16.7) 9 14 7 11 :
Unknown 0 0 0 0 0
m 28 (20.0) 9 10 13 16
. ¥ 64 (26.7) 18 22 12 12
Sensation of + 73 (30.4) 18 16 21 18 00 840
residual urine = 55 (22.9) 12 12 14 17 :
Unknown 6 1 2 2 1
m 46 (20.9) 9 1 12 14
. m 46 (20.9) 11 15 11 9
Discomfort + 63 (28.6) 14 17 19 13 00 395
on urination = 65 (29.5) 18 11 16 20 :
Unknown 26 6 8 4 8
m 63 (25.6) 14 12 17 20
Pain on ¥ 76 (30.9) 17 21 20 18 NS
micturition + 70 (28.5) 14 19 18 19 p=0. 434
= 37 (15.0) 13 10 7 7
m 54 (22.0) 13 14 14 13
m 86 (35.0) 18 23 21 24
. ¥ 69 (28.0) 19 15 15 20 NS
Pyuria + 20 ( 8.1) 2 4 9 5 p=0. 978
o 12 ( 4.9 5 5 1 1
—* 5 (2.0 1 1 2 1
107 108 (43.9) 21 28 27 32
10° 39 (15.9) 13 8 8 10
Bacteriuria 10° 44 (17.9) 7 13 15 9 NS
(/ml) 10° 15 (6.1) 6 3 2 4 p=0. 543
<10° 12 ( 4.9 2 3 3 2
0 28 (11.4) 9 7 7 5
=:1~4/hpf +=:0/hpf



356 CHEMOTHERAPY NOV. 1989

Table 5. Clinical efficacy of 7432—8 treatment by our criteria

(3 day treatment)

Dose 1;2’8':: ' Clinical efficacy su&.:ti“l

Normalized| Improved | Unchanged
smgxd 55 | aelisy | odx | 1E%)
somgx 1l 82 | (gr’50) (ez?gm ( 8%) NS
somgx2| 6L | coolbxy | ooy | C om) | T
10omex1| 8 | (gf50) | ce2'SH) | 4.7%)
Total | 262 | (g’s) | oz0%) | (1.7%)

Table 6. Clinical efficacy of 7432—S treatment by our criteria

(7 day treatment)

Dose ?:s':sf Clinical efficacy Statistical

Normalized| Improved | Unchanged est
25mgx2( 45 (62.23%) (37.15%) ( 8%)
somex1| 4 | selany | usiosd | ¢ 9% NS
somex2l 47 | coo’sey | caords) | C ox | P
100mgx1| 48 (54?2%) (45?5%) ( 3%)‘
Total | 184 | (sa7%) | cars%) | ¢ 0%

Table 7. Clinical efficacy of 7432—S treatment

by our criteria
(3 day treatment)

Grou No.of Clinical efficacy
P cases :
Normalized| Improved | Unchanged
58 103 3
A 1184 (a5a%) | (62.8%) | (1.8%)
20 29 1
B 0 | @o.0%) | (s8.0%) | (2.0%)
: 7 16 0
Co | 21 (30.4%) | 60.6%) | ¢ 0%)
3 2 0 -
D5 | eo.0%) | (00%) | ¢ 0%
88 150 4
Total | 242 | (35 49¢) | (62.0%) | (1.6%)
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Table 8. Clinical efficacy of 7432—S treatment
by our criteria

(7 day treatment)
Group ? :s' :: ' . Clinical efficacy
Normalized| Improved | Unchanged
A1 g | e | ¢ 0%)
Bl 4| el | wsow | ¢ 0%
Co | 18| sl | @1b% | ¢ 0%
D 51 0%y | o) | ¢ o)
Total | 18 | (s97%) | car'a%) | ¢ 0%

ARBETHR, HEREBLUERRRBEICLD,
HEZRREVRONAHIICHERET 1o ik, T2
HOFMIZOVWTRT — ¥ DFELREER (MY DHH
Bel, LIREBE LS > iEf) %BRE, 251 flicst L
Fili Lizo F— 5 ORITBEEICHRRIEAFRS 2IEE
2t Kruskal-Wallis ®R%E (K-W), &5 CHWIHHE
Rk 'REZHEA LK. X6, REOHE KM
0.05&L, REHRBOEEERLMNELE L.

8. BER DN

AHBRESATHICAMBEEROBRE[EL, /8
HRjgkiclERRE L L T—RMl, E£L¥EREICHOER
Hlie. 4k, BIfERZEKRREEMREIREALL
B8, zoE BEE, RERQ LABRBIUCEBEHRE

L, ## EORRMRICODVTHEREDORMERICL,

B+ 5 TCHRELL,

9. ¥R IHEHEEOYE

ERHR, BfeALEEHR L TERENERNORR
HE2HE Lo —3Ric TIERICHER), fhigic TIERIC
ikl LELAEE 0em o7 Fo0 7Ry — L EDH#
Pisfi@EicHIZ 24, CosE 10 B THIE L.

I. #% L3

1. B 5EBERMRE SERT
SEORFOMNELELTIBHL 7T BAERHE
PUETEERR 246 BT, 3BEDERYREHE
LB 242, 7T HEOBEKRDRZHE LENE
Pl 184 I TH»/o £FDKN UTI FEL TN FMBERE
(B3R DRt REtmRBERMFICETRLEN
IF3HETI1284l, TEHETITHITH>To ¥5ITT

BEOEAEE%®, TEMKELTBROMUEL LB
SEM AT, TORUTI FXLEDFMEE (553
WR) itk ABRYUETREER L5 FITH-7, 1o,
BIfEF £ 088 LB/ iEH) 2 251 #) Cd - 7= (Table 2 ),

3HEXR THEBRERYRHEE LB 246 FEH
DEERFr R % Table 3 IT/RL 1, BERFEORIIILL
AiE? Lok IcBHERBERENH 3 bD%0,
BEPRM AR D ERIR B, BERBERRER, HRIL OBV
HEERDOH 2 bD%E s & LIz, MRIT 10/hpf 2L ED
bDZEO, EhRiGObD%E p & L, MEREI0Y/
mlPEDbD%E®, ThRiEObD%Eb ELI. 0
Fhofisabdicky, ERFREWE L A~DRIC
DIRFLIcE A, EDAFIZARE 166 # (67.5%),
BE£ 51 #1 (20.7%), C, 324/ (9.8%), C.BO0H,
DE 58 (2.0%) Th-1,

3HEHZAR T BEHERYREYETE - 246 flo
BERNDOEKENH R % Table 4 iRt EMAHIT
168N S 0METCTICE -7 2BHLVBLLA/HLT
Weo RENSRZ & TORMI L BEIRHT5H) (33.0
%), 2~3EMNT8H (33.5%) ERELS 3 HLUAD
FEFIAY 66.5% L AMHAE L/, BE | EOBHRR
DOBRER 1B ED DM 46§ (22.7%) TH - 1o
SR I+~ & TLIEEICHH LT, BRERIZ +48
T3 (30.4%) £Bhhoto BRARRBRIZ—~#FE T
LHEBNC Y LT e, HERM I E\OEERIDS 37 # (15.0
%) THY, BTBIEATR+~4 % CLHEEICHHL
TWico BIRIZ #2286 4 (35.0%) &8h-7, ME
FRi3 10"cfu/ml A% 108 4 (43.9%) &®h -7 L
DEIRTOFEHORHICHEVWT, REHEICERLE
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Table 10. Bacteriological efficacy by our criteria
(8rd day judgement)

Bacteriological efficacy .
Dose |No.of strains Sta't":s"t‘cal
Eradicated Persisted
Bmgx2 49 (83.9%) ’
S0mgx 1 5 02 1%) ¢ NS
50mg X 2 58 © 453 %) 3 p=0.714
100mg X1 57 (89%%) 6
Total 219 @5%0 16
DREHSNIEN T, Table 9, 10 (3&&5E5|D 3 BHOMEEXNYR

2. ERYHR

BAOHEEICLZ2EMICHT 2EERYR L UTI
RRELEVNNBEEOSHBRRLOEEEHICEARLT
WBEROBEERREN T TR L7

1) £ERicxd SEERHR

Table 5ic, H5#OKE I BHOBRETR T,
EEERIZ, 5megx 258 36.4%, S0mgXx 15
B¥37.1%, 50mgx 2 £:58 39.3%, 100mgXx | &5
B328%THD, RUATIAXTH 7o THEER
1225mgx 2458 61.8%, 50mgx | $r58 62.9%,
50mgXx 2 5860.7%, 100mgXx 1 58 62.5% T,
2UTEL0KTH-T, MELAELRARNERI
95.3~100% CThH », EHAHICBVWTHREHMICHE
ZRBHONIED -1,

Table 6 i 5 7T HHOKHEE KT, ER(LRIIE
5B T54.2~62.2%THD, £ T5H8.2%ThH -1,
RERBRITRTOBTI0%THY, EFDIFICH
WTERSBRMICERERBD S hiih -1,

Table 7 iCESHRAr REBI0#KE 3 HEHORME TS,
ERLRIIAB35.4%, BE 40.0%, C, 8 30.4%,
DE60.0% ThH -7t MEEFBICREO NSO, H
BRI TEROIIEARBFBBE SIS U T HEVEER
HERBD SN,

Table 8 icEREKAT REFIOKE 7 HH OB E T
EHLRIIZBT38.5~60.8%THD, FHhAKE
RIBHED 1008 TH-e LIR->T, 258
BOTHFREBH L ICH L TCRIFEERKETDH -
7o

Thbd, PMBEIE. coli #F&FELTI5 BEIMNRS
f, BEHARIZ 25 mgx 2/ 5#03.9%, S0mgX 1
58 092.7%, 50mgXx 2 %58 04.8%, 100mgXx 1
B’E889.5% T, Fi, REFHARIEREHTS~
8kH D, HRFHHMBICEVWTHERERL LRIFT
50, BAHRBOAHICEVWTHRSHBMTERZIED S
hiih -1,

Table 11, 12 3EHKESHFO T HEOHMEFHIYHR
Thb, BREBOHANELEL 87.5~97.8%TH D,
SHEDHBEARLEHRIEBETH-12o LIL, &S
®HEBBE LTS epidermidis & E. faecalis % thil»
I, BREBRTI~IKED SN,

RICBROBRITICOWTTH S, Table13i27 BF
BB ICIERAL L ER 59 BlokIE 7T B B RS EET
DOHREHEETT. 0mgX | {58 <L 100 mgx 1 &
ERIBVWTENWTN6.IXOERLKBH N, EHS
HiibLWTHRSHMTEEZRZV oD 1, 26
T3 24 (3.4%) OBRETH 7, £/ Tableld id
EIRICREBL L EFOBRHETH 54, 0B
2% 58 DBERIUI T,

2) UTI RO FEEEOBERBFICAH LTV AE
Pl DEERZ R

Table 15 {3 128 flD#k5 3 B B0 G5 HAERY R
ThHbd, RAFHERII 25megXx 2581 96.6% (28/29),
50 mgx 1 # 58 100% (31/31), 50 mgx 2 k58
97.1% (33/34), 100 mgx 1 ¥:58% 88.2% (30/34)
Thh, BRLLIBHFURETHD, EFSHICENT
BRERMIcER2RZD oA~ -1, Fig. 11338
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Table 12, Bacteriological efficacy by our criteria
(7th day judgement)

Dose |No.of strains Bacteriological efficacy Sta:istical
Eradicated Persisted est
25mgx2 42 (97fg%) 2
50mg X 1 40 (87??%) 5 NS
50mg X 2 45 ( 97'.13 %) 1 p=0. 215
100me x1 43 (85.3%) 2
Total 170 (84.7%) 10

Table 13. Follow—up of recurrence on normalized cases
in 7 day treatment by our criteria (after 1 week)

Dose |No-of] i Recurrence Statistical
CasesING recurrence Reserved assessment| Recurrence test
2mex2| 15 | (g 75) (13.3%) ’
Somex 1l 16 | (g1'3g) (2’5 (6.3%) NS
50mgx2| 12 (1001.20%) 0 0 p=0. 504
100mex1| 16 | (gr.5q) (6.3%) (6.5%)
Total | 59 | (g5 13) (8.3%) (3.4%)
Table 14. Follow—up of recurrence on improved cases
in 7 day treatment by our criteria (after 1 week)
Dose |No-of Recurrence Statistical
Ca5€S\No recurrencd Reserved assessment| Recurrence test
mexzl 9 | (55 58) (48 436) °
Somex1f 11| (gg s (36-436) ’ NS
somex2l 8 | (75 ps) (25.0%) ’ p0.572
100mgx1) 9 (66.7%) (33.3%) ’
Total | 87 | (gq’a%) (35:1%) ’
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Table 15. Overall clinical efficacy by the criteria of Japanese UTI committee (3 day treatment)

Symptom Resolved Improved Persisted Efficacy
Pyuri Clear—| De- | Un- [Clear—| De- | Un- |Clear—| De- | Un- on
yuria Dose ed |creasedichanged ed |creasedichanged ed |creased|changed bacteriuria
25X 2 21 2 2 25 (86.2%)
50%1 22 2 1 1 1 27 (87.1%)
Eliminated
50%2 || 25 1 2 2 3 33 (97.1%)
1001 23 1 1 4 29 (85.3%)
o 25x2 | 2 2 ( 6.9%)
‘B
E Decreased| 90%1 2 1 3(9.7%)
§ (Replaced)! 50x2 0 ( 0.0%)
& 100X 1 1 1(2.9%)
25X 2 1 1 |2(6.9%)
50% 1 1 1(3.2%)
Unchanged
50x2 1 1(2.9%)
100X1 1 3 4 (11.8%)
25X 2 26 (89.7%) 2 (6.9%) 1(3.4%)
Efficacy on Case total
Sain ony 50%1 27 (87.1%) 3(9.7%) 1(3.2%) 25mg X2
100X 1 26 (76.5%) 5 (14.7%) 3 ( 8.8%) 5"”:‘;"1
25x2 26 (89.7%) 0 ( 0.0%) 3 (10.3%) 50mgx2
Efficacy on 50X1 28 (90.3%) 3 (9.7%) 0 ( 0.0%) 34
Pyuria 50%2 30 (88.2%) 1(2.9%) 3 ( 8.8%) “’“‘;’f"‘
100%1 28 (82.4%) 1(29%) 5 (14.7%)
25X 2 21 (72.4%)
50 %1 22 (1L 0%) Overall effectiveness rate
50%2 25 (73.6%) 25mg X 2
Excellent 100x1 23 (67.6%) 28,/29 ( 96.6%)
25X 2 7 (24.1%)
50 1 9 (29.0%) S0mgx1
31731 (100.0%)
50%2 8 (23.5%)
25X2 1 (3.4%) 3334 (97.1%)
50X 1 0 (0.0%)
50x2 1 29%) 100mg X1
- 30/34 ( 88.2%)
Poor 100x1 4 (11.8%)
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Do | 10 2 % & % & 1 s %0 10x/Ng8f

e T2.4% Wooz778 | »

50 i 21 i 1 [:]Excalllnt

‘ vl 71.0% V72722722 | s
H s0mg 2 9 V//AGood
o 73.6% V22778 | «
25 8 1 -Poor
100me 57.6% V777788 | »
23 7 4
P=0.886 NS
Efficacy on symptoms Efficacy on pyuria Efficacy on bacteriuria
Dosel =~ 50 .100?6 Dose . 5 100%| |Doss| . 0 . loox
25mg 25mg 85mgf
5:2 % 71 5:2 % ’ 5:2 % %
f 7 31 A [//:iAI At 7 V{/!
501 50 501 T
xn;‘ %. xn;g szx i I
100mg z L) 100me| £ > 100m, 8 -
X1 VA x1 B- x1 _
26 5 3 28 1 5 29 14
p=0.446 NS p=0.709 NS ' p=0.388 NS
¢ "] Resolved 27 mproved [ Jcleard 277 Decreased [ Etiminated 777 De(mc“’““lm‘;)
s [ I Urchanee:

'Fig. 1. Overall clinical efficacy by the criteria of Japanese UTI committee (3 day treatment).

Dose | 10 2 % 4 % @ 70 8 0 100%Ng
zi";‘ %.2% 22 | =
23 4 [___]Exoellent
x1 71.0% Yoz | » |
som 20 5 1 V///}Good
X2 92.3% A
1 24 2 o
x1 85.7% % |
N 24 3 1
P=0.476 NS
Efficacy on symptoms Efficacy on pyuria Efficacy on bacteriuria
Dose ., .. % 100% | | Dose 0, 0% [Doe) % ,Jo¥
251 25 25
Xt ] 152 |1 (57 %, |
50 i 50 2 5 23 31
m, m| m|
><1g /) x1g . x]g V/A.
50 L L so % L | somg % 12
mg m| m|
x2 J ng m x2 H
100m, % 100 5 - 100 Ll .
m| m)|
X1 1 Rl | MR 7 |
27 1 27 1 24 2 2
p=0.576 NS p=0.793 NS p=0,257 NS
[ Resolved 22 Improved [ Jcleared P77 Decressed [__] Bliminated D(ngp“h:‘;)

- Persisted - Unchanged - Unchanged

Fig. 2. Overall clinical efficacy by the criteria of Japanese UTI committee (7 day treatment).
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Table 16. Overall clinical efficacy by the criteria of Japanese UTI committee (7 day treatment)

Symptom Resolved Improved Persisted Efficacy
Pyuri Clear—| De~ | Un- |Clear—| De- | Un- [Clear—| De- | Un- on
yuria Dose ed |creased/changed ed |creasedichanged ed |creasedichanged bacteriuria
25%2 || 23 23 (85.2%)
50x1 || 20 20 (76.9%)
Eliminated
50x2 || 24 1 25 (96.2%)
100%1 24 24 (85.7%)
E 25%x2 3 3 (11.1%)
2 | Decreased| 90%1 | 4 4 (15.4%)
§ (Replaced) 50xz | 1 1(3.8%)
= 100x1 | 2 2 (1.1%)
25%2 1 1(3.7%)
50X 1 1 1 2(1.1%)
Unchanged|
50x2 0 ( 0.0%)
100X1 | 1 1 |2(11%)
25%2 27 (100.0%) 0 (0.0%) 0 ( 0.0%)
Efficacy on Case total
i ony 50X 1 25 ( 96.2%) 1 (3.8%) 0 ( 0.0%) 25mgx2
micturition 50% 2 26 (100.0%) 0 ( 0.0%) 0 ( 0.0%) 27
100x1 | 27 ( 96.4%) 0 ( 0.0%) 1 ( 3.6%) 5“";5"‘
25x2 | 27 (100.0%) 0 ( 0.0%) 0  0.0%) 50mgx2
Efficacyon | 90X1 25 ( 96.2%) 0 ( 0.0%) 1(3.8%) 2
Pyuria 50x2 | 25 ( 96.2%) 1 (3.8%) 0 ( 0.0%) 100:;: x1
100x1 27 ( 96.4%) 0(0.0%) 1(3.6%)
25% 2 23 (85.2%)
0% 1 20 (77.0%) Overall effectiveness rate
50X 2 24 (92.3%) 25mg X2
Excellent 100X 1 24 (85.7%) 27/27  (100.0%)
25%2 4.(14.8%)
501 5 (19.2%) S0meg 1
25726 ( 96.2%)
50%x2 2(1.7%)
Good 100x1 3 (10.7%) 50mg X2
25X 2 0 (0.0%) .26,/26 (100.0%)
50X 1 1(3.8%)
100mg X1 .
50%2 0CO. §
¢ 0.0%) 21,/28 ( 96.4%)
Poor 100x1

1 (3.6%)
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Table 18. Bacteriological efficacy by the criteria of
Japanese UTI committee (3rd day judgement)

Bacteriological efficacy Statistical
Dose |No.of strains - test
Eradicated Persisted

%mgx2 30 (03°35%) 2

Somgx1 31 (93°5%) : NS

somgx2[ 84 o7 a5 ! p=0.771

100mgx 1 34 (01 35%) 8
121 8

BoRAEERHROMICAEK & IR & MBRICXT 2%
RERLAEDDTH S, WTFhORRICHT 2R b
ERMicAREZRZBoNEN -1,

Table 16 i3 107 FlDHS5 7T BE DR ESHANERH R
ThH 2. RABHRIVWTFhOBIZE VT H 96.2~100
KXTho, BRLLIHBLVBRIFERMRTHY, EH
AHBIBVTRESRMICERER LD -, Fig. 24
7T B HORAERDEOMICHER & MRIR & MR IC ¢
AUWRERLADDTHS, 3BBLAKICVWTIOR
BRI 2R LESBMIcEEZRBY O -1

Table 17, 18 i3 3 HHO/EHFFHEENHRTH
3. WENLRIT 25 mgX¥ 21558 03.3% (28/30),
50 mgXx 1 $¥58 93.5% (29/31), 50mgx 2 #5H
97.1% (33/34), 100 mgXx | #5584 91.2% (31/34)
THD, RENRFOCRE LI, -85 HBEEL
Tid®I3 D S. epidermidis, E. faecalis 75 & % LT
BEA~SHTOHB L AKEEENIHROIREEHMET
EZRBHohEh -1,

Table 19, 20 i3 7 HH DR SHIMELOHETH
5, HEHARIIBHED 92.9~100%Th b, i,
BE&HBES 3 A LERICHREES PO BB~ T
B OHB L ANRESHETERED ORI -1,

Table 21 i3 MIC & 3 HEDHEHEARLEDMFRETH 5,
BERMIC L AHENFLEHARICIERZI IV,
PO RERTIE MIC 3&EL, ENRETIEAT
H-1o

Table 22, 23 i UTI ERFMERICH > BT RYUE
ThHs, BRIZ10megx 1 E5HTIHEHOH, £
BTIR2% (1/51) THotoht, HERLGELEHHEH

MicaREzEREYONEI -1,

3. keH

Table 24 iR RIFEMA 3£ 251 PIOA, HILEER
NEREHT L.6~4 1R ICEH ORI, TXRTEE
TRETIR 24% TH >7xo %7 Table 25 iTRTEKE
REBERHZ0mgX | F5EHTRED WBC O®)

(3200+2400/mm?) A1 QB Y Sh, 64 HLETRH

EDHEZ 1P (1.6%) THot.

4. FRAK

Fig. 3EHRRICL2HAML 10 BREEICHRLAS
AOBRESHIRMBRTH 5, SHERMTHEZEN
{, T0mm B EDIZEAETH > 10

m = =®

RREICH T 2RO LEMER & LT, RENIR
{, UMb broad spectrum % o+ / o v RAK
NEFOBBICLD, {LEREEEOEIHNELLT
Xt L L, #EhoHF /o FlicE-TH, 2EA
BRICL2RMHHEOHBENBE{LL TRTVWE, £CT,
0% 7 x LF TS 248 —lactamase IKH LEXET,
L bREEBRREDERBEE LTABYIELDET T4
REREH L TRVWAENEZET S 7432-S DL )
O 7 = LEEFF /o RAES T EORTES
kLT, BEVORMEREORBEERRTESC
EEZONB, EDLSREKTHAF DL S HED
7 2 LK TRE OB WERTHEEEALS. L
NOARFIBHERBEREORKBEORRTHS E
coli, K. pneumoniae, P. mirabilis i=3t4 28N
i MIC,, T2 ®h 0.2,g/ml, 0.1 ug/ml, <0.05
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Table 20, Bacteriological efficacy by the criteria of
Japanese UTI committee (7th day judgement)

Zmgx2 2 (100, 0%) 0

50mgx1 % (96.2%) : NS
50mg X 2 28 m?% %) 1 p=0.527
100mg X 1 28 (92?3%) 2

Total 107 (96 %) 4

pg/ml THHY . K BEiiERbE 2ot L TH R
BuEEIONf, FLRPMEIR B mg F/iE 50
mg BEHRETH I0~12BMRTEhEN 4514
vg/ml, 9.2+2. 3ug/ml THD, HBHMSEAT
b50mg | B 1 EfS5ET MRS ICEHEN
MRETERLELON, #CTHREFEED B mg
x2/H @50mgx1/8 @ 50mgx 2/H @ 100
mgX 1 /AiKLBTHMKEELL, chond >0
SROERDREILRT 201, Htikicksa b
O—-LVRABRETE - o MREIETFREBRRE L,
UTI ¥V FBEEOBSEEIABRUSVER L
TRRYDYUFEEY ITL -1, 3BBE THHEERY
BAHEL, SR THBRERLLEFLEEWTH- 1
EFICH LTI ZD%DOKE T BBICERERF bIT- 7,
3R/ 7T BEEHEERYEEHE LE X 246 Blic
BOTERDH, EBERFAL EOERNERICIERS
BETEEZIZYONIEI Mo T,
2EMICHT 284 OUEHICLIERDRIZ, LA
KEXTIHETIL 95.3~100%. TABETRTRTD
BTI00%Thy, BMICEERZRILSBOERYR
ETR LI COBNAYHRIUTI EHFEREDTE
ZHECARLAVIERBMERRCH L TOED O,
ER, BIEE, WERCHTIHRICOVTHRERMT

BB 2 ERER Mot $LBREICHOVTHT
BREEEICEZERLENTIRILAXTHD, HS5HM
LRS-, Lt TSEOWFhofSkics
WTHRIBEORFIRRTH S Z LAHPL I,
B CEEERRBEBREISOVWT bIRSHEICEN T
{, RELBL2EFADIBLENRTN2.4% L 1.6%0D
HEETH - e NTRTBRETCHREDO L 7 =« LREOH
EKEREETHD, 2ERHY &L LRIFETH-1,
Kic UTI ROFGEREEONASRHICAR L2tk
MBI R IcH T ZERYRICOVTRI L TH S L84
FHXII3EHE TEEHTERTNESHICXD 9.6~
100% & 96.2~100% TH b, HEMIcHFEZB L &K
EBRELCRFLRRTHY, 2EMIcLIRILER
BEETH -1 SSIBRER BRIHTIHRL
BEBMTEMNEL, HICHBEENYHRICOVTRER
ELIERICBIFERMTH - 128, BE5ELBE I
WTRPRDEMICEZHOE S. epidermidis »
E. faecalis WEkIER L= C el hi,
BlE&p, REEGLERLESLTFREBRRICH
LT 7432-S 21 B 50 mg TH{S5HER 25 mgx 2/
BZ7i350mgXx 1 /Bic > THRIFSEFRDENSY
BFTEIRERTHEEEL SN,
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Table 22, Recurrence in acute uncomplicated
cystitis on 7th day after treatment by
the criteria of Japanese UTI committee

Pyuria | ocolls/npt| 210cells/hpt
Bacteriuria Dose
25mg X 2 10
s0mgx1 || 10 !
<10*CFU/m]
50mgx 2 11
100mgx1 14
25mg X %
50mg X 1 2
210‘CFU/ml
50mg X 2
100mg X1 2 1

() :Same bacteria

Dose Percentage
25mg X2 10/10 (100.0%)
50mg X1 10/13 ( 76.9%)
S0mgx2 | 11/11 (100.0%)

100mg X1 14717 ( 82.4%)
No recurrencd ~ Total 45/51 ( 88.2%)
25mgx2
50mg X | 3/13 (23.1%)
50mg X2

100mg X1 2/17  ( 11.8%)
Reserved ™l 5/51 ( 9.8%)
25mgX 2

50mg X1

50mg X2
100mg X1 1717 ( 5.9%)
Recurred Total 1/51 ( 2.0%)
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Table 23. Follow up of recurrence by the criteria
X of Japanese UTI committee (after 1 week)
T
DY:‘,:G No.of Recurrence Statistical
" |©88®8|No recurrencd Reserved assessment| Recurrence test
" 10 0 0
2mgX2 10 | (100, 0) ¢ 0%) ¢ 0%)
10 3 0
Somgx 1l 13 | (16.9%) (23.15%) ¢ 0%) NS
11 0 0 p=0. 187
S0mgx2 11 | (100.0%) ¢ 0%) ¢ 0%)
14 2 1
100mgx1) 17 1 (g3 4%) (11.8%) (5.9%)
45 5 1
Total | 51 | (g5 2%) (9.8%) (2.0%)
Table 24. Side effects
No.of Dose Statistical
cases | gsmgx2|50mgx1|50mgx2|100mgx1| test
No side effects 245 59 62 63 61 NS
. 6 1 1 1 3 p=0. 584
Side effects | (5 496y | (1.7%) | (1.8%) | (1.8%) | 4.7%)
Total 251 60 63 64 64
Stomach discomfort 1
Thirst 1
Stomach ache 1 1
Anorexia 1} 1
Vomiting 1
Constipation 1
Agony of chest 1} 1
Sleeplessness 1
Table 25. Abnormal laboratory findings
No.of Dose .
cases | 25mgx 2| 50mgX1 | 50mgX2|{100mgXx1
' No abnormal ‘
laboratory findings 63 16 15 17 15
Abnormal laboratory| 1 0 1 0 0
findings (1.8%) . 0%) | (6.3%) [ C 0%) | ( 0%)
Total 64 16 16 17 15
WBC{ 1




1) 7432-S DE, HEHFRBFKRX L4, 1086

2) REAMREH, fth (8 HMEERH K OPIEMERR) - RIEM
TRRERBIERET T 5 XFESR (SrE8h
BB % A 5 urethral syndrome ) Ot 3
Cefuroxime axetil DEEEF R S FICERR
&to Chemotherapy 35 : 420~434, 1987

3) UTIHAS (REZE KBIER) : UTI EMevaEE
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(%)
100 4
Levrreraenen - 25mgx2 )
O —===0 50mgx1
804 ——a 50mg %2
o———— 100mg X1
60-
40
201
0 L T T T T T T T T T
0~9 10~19 20~29 30~39 40~49 50~59 60~69 70~79 80~89 90~100(mm)
Sealeof | 25mgx2 | 50mgXx1 50mgx2 | 100mgx1 Total
(mm) (%) (%) (%) (%) (%)
0~ 9| 2( 3.4 1( 1.6) 0 5 (7.8 8 ( 3.3
10~19| 0 0 0 1( 1.6) 1( 0.4
20~2 | 1( 17| 1¢C 16| 1( 1.6)] 0 3( 1.2
30~ 3| 3 ( 5.2 1( 1.6) 1( 1.6) 1.{ 1.6) 6 ( 2.4
40~ 49 1( 1.7 1 ( 4.8 0 2 ( 3.1 6 ( 2.4)
50~59 | 0 4( 6.5 | 1C 1.6) | 5( 7.8 | 10 ( 4.1
60~ 69 | 4 ( 6.9 1( 1.6) 1( 1.6) 1( 1.6) 7( 2.8)
70~ 79 | 12 ( 20.7) | 15 ( 24.2) | 17 ( 27.4) 9 (14.1) | 53 ( 21.5)
80~ 8 | 4 ( 6.9 7 (11.3) | 11 ( 17.7) 9 (14.1) | 31 ( 12.6)
90~100 | 31 ( 53.4) | 29 ( 46.8) | 30 ( 48.4) | 31 ( 48.4) | 121 ( 49.2)
Total 58 (100.0) | 62 (100.0) | 62 (100.0) | 64 (100.0) | 246 (100.0)
p=0.638 NS
Fig. 3. Usefulness.
X it ¥ (% 3 J&), Chemotherapy 34 : 408~44],

1986

4) BAREREES  g/NREHEILRE (MIC)
iﬁ'lﬁ&ﬁ&?]’l~'-5 \V T, Chemotherapy 29 :
76~79, 1981

5 % 3B EAKRLEREFES BHAAXSRSR F
X oRIT L, 1432-S, ERE, 1987
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A DOSE-RESPONSE STUDY OF 7432-S ON
THERAPEUTIC EFFECTS IN FEMALE PATIENTS
WITH URETHRITIS OR CYSTITIS

TAkAOKI HIROSE, KiYOTAKA OHMURA, MIGAKU YOSHIOKA
and YosHIAKI KumamoTo
Department of Urology, Sapporo Medical College, Sapporo
(Directer : Prof. Y. Kumamoto)
Minami 1 jo, Nishi 16 chome, chuo—ku, Sapporo 060, Japan
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Department of Urology, Japan Red Cross Kitami Hospital, Kitami

AK10 HONMA and MASABUMI MIYAKE
Department of Urology, Japan Red Cross Asahikawa Hospital, Asahikawa

SinicH1 MivaMoro, TAKAHIRO TAMiYA and KE1JI TAKATSUKA
Department of Urology, Sunagawa Municipal Hospital, Sunagawa

MASAHARU AOKI, SEICHI SAITO and AKITAMI NANBU
Department of Urology, Japan Red Cross Kushiro Hospital, Kushiro

MaAsao KaADoNO and SATORU OKAYAMA
Department of Urology, Otaru Hokusei Hospital, Otaru

SuuJsi KAToand HitosHI TANDA
Department of Urology, Sanjukai Hospital, Sapporo

SHOGO SHIMAMURA, NORIAKI TANAKA and SHIGERU SAKAI
Department of Urology, Sapporo Teishin Hospital, Sapporo

FuMiHIRO KIMURA and KINICcHI IGAwWA
Department of Urology, Self—Defense Force Sapporo Hospital, Sapporo

KeNJ1 HAvAsHI and Noriomi MiYAO
Department of Urology, Kucchan Kousei Hospital, Kucchan

CHosHO ENATSU and MAsAHIKO IwasAwA
Depariment of Urology, Tomakomai Oji General Hospital, Tomakomai

HirosHi MARUTA, NAoOKIITO and Touru UJlE
Department of Urology, Muroran Municipal Hospital, Muroran

MAsATAKA FuuditA and Y ASUHIRO Y AMAGUCHI
Department of Urology, Hakodate Goryoukaku Hospital, Hakodate

KATSUYUKI MITOBE and AKIRA NISHIO
Department of Urology, Sakata Municipal Hospital, Sakata
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KeuiOcuma + - 0 ¢
Department of Microbiology, Sapporo Medical College,Sapporo

We conducted a controlled study to evaluate the efficacy of 7432—S in female patients with
urethritis or cystitis.

Patients were given orally 50 mg or 100 mg of 7432—S once or twice a day for seven days.
Clinical efficacy was evaluated on the third and seventh day of treatment. A test for
recurrence was done on the seventh day after the end of treatment.

Overall clinical efficacy by our criteria on the third day of treatment was 98.2% in group
1 (55 patients) who received 25 mg of the drug twice a day, 100% in group 2 (62 patients), 50
mg once a day, 100% in group 3 (61 patients), 50 mg twice a day and 95.3% in group 4 (84
patients), 100 mg once a day. Likewise, it was 100% for all groups at the seventh day of
treatment.

Recurrence after treatment was observed in one patient each in groups 2 and 4, the overall
recurrence rate being only 3.4% (2/59 patients).

Considering only patients evaluable by the criteria of the Japanese UTI committee, the
overall clinical efficacy on the third day of treatment was 96.6% in group 1 (29 patients), 100
% in group 2 (31 patients), 97.1% in group 3 (34 patients) and 88.2% in group 4 (34 patients).
Recurrence was observed in one patient in group 4.

The overall recurrence rate was 2% (1/51 patients).

No significant difference among the groups was observed in the evaluation of overall
clinical efficacy, effects on symptoms, pyuria, bacteriuria, and recurrence rate,

From the present study, we conclude that 50 mg/day (in one or two divided doses) of
7432-S is effective in the treatment of female urethritis or cystitis.



