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Table 2 Overall clinical efficasy of 63156—S in complicated U.T.I,
Pyuria Efficacy on
Bacl’.eriuriny Cleared Decreased Unchanged hacteriaria
Eliminated | 15 | 5 14 84.(479%)
Decreased 0¢( %)
Replaced 4 18 28(824%)
Unchanged 2 12 14(19.7%)
Efficacy on | 51 (206%) | 110155%) | 39(5a9%) | Coee fotal
pyuria
@Excellent 15(21.1%)
- Overall effectiveness rate
DMode rate 29
- 44/71(62.0%)
DPoor(or Failed) 27
Table 3 Overall clinical efficasy of 6315—-S classified by type of infection
Overall
Group No.of cases {|Excellent | Moderate | Poor | effectiveness
rate
1st group(Catheter indwelt) {19(26.8%) 2 7 10 473%
2nd group(Post prostatectomy) | 8(113%) 1 4 3 625%
Single
8rd group(Upper U. T. I.) 13(183%) 4 6 3 769%
infection
4 th group(Lower U. T. I.) 11(155%) 4 3 4 636%
Sub total 51(71.8%) 11 20 20 608%
5 th group(Catheter indwelt) 8(113%) 0 4 4 500%
Mixed
: 6 th group(No catheter indwelt)(12(169%) 4 5 3 750%
infection
Sub total 20(282%) q 9 7 650%
Total 71(100%) 15 29 27 620%
Table 4 Clinical efficacy of 6315—S classified by daily dosage
Clinical -
Dose/daylmfcfe“ Excellent | Moderate Poor Total Effei;'t‘;e“e“
058 x 2 5 4 11 636%
1 g x 2 24 23 60 61.7%
Total 29 27 71 620%
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Table 5 Bacteriological response to 6315-S
Isolates No. of strain | Eradicated (% )| Persisted

S. aureus 2 2
S, epidermidis 11 10 ( 90.9) 1
E. faecalis 10 8 ( 800) 2
E. coli 18 18 (100.0)
Serratia sp, 15 11 ( 7838) 4
P. aeruginosa 11 3 ( 2138) 8
Enterobacter sp, 6 4 1
Klebsilla sp, 5 5
Proteus indol (+) 4 4
Citrobacter sp, 5 4 1
Alcaligenes sp, 4 4
Pseudomonas sp, 4 4
Acinetobacter sp, 1 1
Providentia 1 1
Kluyvera sp, 1 1
Flavobacterium sp, 1 1

Total 98 81 ( 827) 17

Table 8 Strains appearing after

6315—S treatment

Isolates No. of strain

P, aeruginosa 9(27.3%)

E. faecalis 4(12.1%)

Enterobacter sp. 4(12.1%)

Citrobacter sp. 3( 9.1%)
Serratia sp. 2
Pseudomonas sp. 2

Acinetobacter sp. 1 )

Achromobacter sp. 1
P, vulgaris 1
S. faecium 1

YLO 5(15.1%)

Total 33(100%)

2 ¥, Citrobacter sp. 3 #,
Acinetobacter sp. | ¥, Achromobacter sp. 1 #,

Pseudomonas sp.

Proteus vulgaris 1 %, Enterococcus faecium 1 ¥,
YLO stk s h, &3 33% ThH-7 (Table 6)o

MICORIZ XN BkIZ8TH]T, 6.25 ug/ml LI FD
DT, 12T 1005 DEHERTH 10 25 pg/ml
UEDbDTRAT~0NDEHARETH > 7T A
MRS <3 Staphylococcus sp. CRRAMETE L 2H%D
MIC 6.25 ug/ml AT ¢, +_RTEWRHELA
E. faecalis Tld 2% 100 pg/ml LI LD MIC Td -
o, SRk e MR LA, 7 LERHETHE,
Escherichia coli, Serratia sp., Enterobacter sp.,
Klebsiella sp., Proteus sp., Citrobacter sp. Ti3,
25 ug/ml LIF DA T XTHAL L, P. aeruginosa
DO MIC 325 pg/ml LT, 9#kh THRBRELL
(Table 7)o

B EMNBEERHL2BRSEMC>LWTRN I ALY,
EM 12 KBVWTRENRA OGN, 5 2HBIHBL,
2HMTREDILEI N, YUV F LI F Lo ELURT A
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Table 7 Relation between MICs and bacteriological response
Leolates MIC (pug/m)  lnoculum size 10% colls/ml Not | .o
so1 |02 |o089 o078 156|812 625|126 | 25 | 50 | 100 [=200]done
Staphylococcus / / |8/ |asa /s |/ / / / / | 1/2 |12/18
E, faccalis / / / / / / / / / / 6/7 | 0/1 [ 2/2 | 8/10
E, coli 183 | 2/2 | / 1/1 / / / / / / / / | 2/2 |18/18
Serratia sp, / /oot | oy / / |ere | v /1| / 4/6 | 8/6 | 1/1 [11/18
P, acruginosa /2N VI V2 V2 VA V2 VA VA I VN RV RV YT S RV R I 2T
Enterobacter sp, / / 1/1 / 1/1 / / / / 0/1 / /1 | 1/1 4/6
Klebsiella ap, 878 / / / / / / / / / /1 / 1/1 | 6/5
Protens sp. 2/2 / / / 11 / / / / / / / 1/1 4/4
Citrobacter sp, / / / / / / / / 1/1 / 0/1 / 3/3 4/5
Other GN B i1 ] 1/1 / / / / / /v | 1o/t |1/t [ 1/ ) 2/2 | 4/4 | 12/12
Total 19/19 | 3/8 | 4/5 | 4/4 | 5/5 | 1/1 | 8/8 | 1/1 | 3/4 | 1/2 |12/15] 8/17|17/19] 81/98
(%) (100) [ (100)] (80) [(100)[(100)|(100){(100) {(100)| (75) | (50) [ (80) | (47) | (89) [ (827)
% No. of strains eradicated/No. of etrains isolated
oS AN, 5 BkICRELKERLK, 73— bicxtd % Disulfirum HEREZHB L

BHEREBOREIISH 14 HAH Shi-, AINIER
19T, FRIMFKEAS 322X 10°A 5 266X 104 ~, MEFR
RIL3HS9.6g/dl~, AN2h7 Yy FAI33.805
0. 4%~z hZhEb Ui, MVMREE/DIER 3T T,
28X10°M 5 12.8X10° & 750, FH & DORIFRIITTREM
BALHEEINS, GOT, GPT EbictER LIz bON
36, GPT DAsD EREM2HliIch ot EH 8
GPT 75 /5 130 ~, fEF 16 i3 GOT 4532 H 5 67
~, GPT 441 v 5 94 ~, fEH) 42 Tid GOT %29 »
5 103~, GPT 2822, 5 90 ~, fEHI 51 Tid GOT A%
UM 46 ~, GPT » 21 o 5T ~, fEF 59 Tid
GPTM29 5 3T ~ER LI, 7, fEHl4 T, BUN
BUDSIT~LER LT, 5EF 17 Tid BUN £¢29.9 &
D1068.7~, Cr#t2. 18455 72 ~LR LA, FE
Bi&zLATHD, FHLOMBIBEVLDLEDN
o (Fig. 2),

m % E
BEWHEARY F 54, BhAREBABLURVE
2URDEN S, €T x ARUEME I —BICL HEH
WTLaH, FHRBORMOEL, RLACHESN,
BEIhTXx%, S LMOX LEHBE7 7o rH#Y ¥
DREKICBERFEFOAF Y7 2 LRIERKITH S
¥, LMOX 0BT 575 LBUE~OHVHRE N &

6315—-S MpAR &1L t,

B4 13 LMOX D REEERIE I T A ERERET T
KHELTVAN, FhicL3E 66T ENSH, &
HUPT BEHNRIIXTD >, HIBREAH 224
(84.6%) THD, TOEHKRBLEKLEmM 1A, HW
HERRIL 25.0%8 TH -1, 5ED 6315-S DEMH
ERTIE1H]1 g51363.6%, 2 gR51361.7%D
BYRTHD, BRERBAITREZI SN N1, &
1o, REBEDHRIZ62.0% & CPEMN - foht, WEBER
BicLTH 65.0% EBMVEBYEERL, KR DEBIL
WHEARZ b LEYE->THWEbDERDM,

HE &#%28& L T2 XN Staphylococcus
aureus, S. epidermidis, E. faecalis 13 ED 7 5 L§
HECHLTH 0N LU LDERREER LI, CD&
IAFNLE, WhYAREZMRE T  ARINEYME DS
BEINTVWEY S LBREICH L THEYTHLLE
bhi, £, BRAERXOERLAL 7 = LRHEYE
DK E BT 5 &, Cefotaxime (79 #1) 52. 2%,
Cefoperazone (7#) 57.1% *’ £ 0 #&h, Cefmenoxime
(40 #1)) 60% >, Cefotetan (36 #|) 63.9%° & R#E
B, Ceftizoxime (27 #) 74.1% ™, Cefbuperazone
(84)) 15%*, Ceftriaxone (29 #1) 72. 4% £ 0%
BBMTH > 1o AMATEAT — T LVERBRIESH 26
Bl (36.7%) P2, EYREBETIETVWEI—H
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Fig. 2
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Laboratory findings before and after 6315-S treatment (1)
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after  before

before

heBbhio,

FHIOEHERIIRE % | PICBH-DATHD, BIK
REMBORERE S 84 Hh 7H| (8.3%) 114 (18.15%)
b1, KRELFHVERITH Y, REBBRIEICH L
TERLBERD—DOTHELEEL LN,

X [
1) A®EK @fREXR (UTIHESARRK) : UTI
W FMERE (3 ). Chemotherapy 28 :
324~341, 1980
h 2 ME— R —, THER, fh (4 HER) :
188 4 080 e ek BR B RIS 1 0t 9 B 6059—S D EFEE
E%, Chemotherapy 28 (S— 7) : 850~857,
1980
e —. A TikE, DEBR—, GSHEERE,
(11 #62%) : Cefotaxime I & 5 154 it PR BE 1% 4
fE DL #E R, Chemotherapy 28 (S—1)

2)

3

Placelee
n: 74

10*

60

40

20

after  before after

802~815, 1980

hREER—, EES— TR BHEENEHER
P8RS iIC %t 4 5 Cefoperazone (T—1551) @
# &R, Chemotherapy 28 (S—6) : 755~
757, 1980

hARER— REAH— TEERN fb (2K
R eHEE KRB RREICE T S Cefmeno-
xime (SCE-1365) DERER. Chemotherapy
29 (S—1) :877~887, 1981 )
h AR, TR0 KRS —, fth (7THER) :
184 WM PR BE R S fF 1o 345 B Cefotetan (YM
09330) o {5 B £ %, Chemotherapy 30 (S-
1) :741~751, 1982

BT, PRER—, EES— DHEESN
(5#) : REBREE x4 5 Ceftizoxime
(FK 749) DO{ERZER, Chemotherapy 28 (5-
5) :T777~788, 1980 )

4)

5)

6)

7
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Fig.2 Laborarory findings before and after 6315-8 treatment (2)
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8) REMEG, TIARUCER « 190 2 ek PR B R A (X fEiC%t 9 % Ceftriaxone (Ro 13—-9904) D
3% T-1982 O {EH &%, Chemotherapy 30 #%, Chemotherapy 32 (S—7) : 653~664,
(5-3) :828~831, 1982 1984

9 DEEE— MEH— fh (9 MHR) : RIS
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A new drug, 6315-S (flomoxef), was evaluated for clinical efficacy and safety in 86
patients suffering from urinary tract infections (UTI).

This agent was administered i.v. in a daily dose of 1.0g or 2.0g for 5 days. Clinical
efficacy, evaluated according to the criteria proposed by the Japanese UTI Committee (2nd
ed.) was excellent in 15, moderate in 29 and poor in 25 out of 71 patients with chronic
complicated UTI, the efficacy rate being 62.0%. The clinical efficacy rate was 60.8% in
single and 65.0% in mixed infections.

Bacteriological examination revealed that 81 out of 988 strains isolated from chronic
complicated UTI patients were eradicated by the administration of 6315—S. Gram-—positive
cocci such as S. aureus, S. epidermidis, E. faecalis were also eradicated with high frequency.

Adverse skin reaction was observed in one patient, and laboratory tests showed a decrease
in RBC, Hb and Ht in 1 case, a decrease in platelets in 1 case, and elevation of GOT in 3
cases, GPT in 5 and BUN in |.

Based on the above findings, 6315—S was globally judged to be useful in the treatment of
chronic complicated UTI.



