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CHEMOTHERAPY
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® : SPFX (150 mg tablet), O : SPFX placebo
A : ENX (200 mg tablet), A :ENX placebo

Fig. 1. Dosage schedule
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Table |. Patients studied
Patients SPFX | ENX | Statistical
. IS I est
Total number of patients 147 147
No. of patients excluded 18 17
No. of drop-out patients 8 7 NS
No. of patients evaluated for clinical efficacy 123 123
No. of patients evaluated for global safety 124 129 NS
No. of patients evaluated for clinical value 118 113 NS
NS : not signilicant
Table 2, Reasons for exclusion and drop-out
Reason SPFX| ENX Statistical
test
bacteriuria less than 10'CFU/ml 13 14
Exclusion | infection due to fungi 2 2
pretreatment with enoxacin 1
duplicate administration |
sub-total 16 17 NS
concomitant medication with antibiotics 1
D delayed urine examination after treatment 4
rop-out . . .
no urine examination after treatment 2 1
no further visit to hospital 2 1
insufficient doses 4
sub-total 8 7 NS
Total 24 24 NS
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Table 3. Background characteristics of patients

No. of patients Statistical
Item Category
SPFX | ENX test
male 73 70
Sex female 50 53 NS
16~19 2
20~29 7 4
30~39 2 6
Age 40~49 10 5 NS
(years) 50~59 19 17
60~69 27 31
70~179 39 46
80~ 19 12
group 1 2 3
monomicrobial group 2 3
Type of infection |infection group 3 12 17
i roup 4 60 70 NS
(UTI grouping) group
polymicrobial group 5 3
infection group 6 43 31
*+( 5~ 9 WBCs/HPF) 3 3
. +(10~29 WBCs/HPF) 26 30
Grade of pyuria + 38 43 NS
# 56 47
10¢ 13 11
10° 18 14
>10° 14 11
Grade of 10°¢ 23 20
bacteriuria >10° 3 3 NS
(CFU/ml) 107 48 59
=107 1
>107 2 3
10® 1 2
+ 72 70
Symptom _ 51 53 NS
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Table 4. Organisms isol:uted before treatment
Isolate SPFX ENX Statistical
No. of strains(%) | No. of strains(%) test
S. aureus 12 (6.3) 4 (2.4)
S. epidermidis 7 (3.7) 13 (7.9)
S. haemolyticus 8 (4.2) 5 (3.0)
S. saprophyticus 1 (0.5)
S. xylosus 1 (0.5)
S. auricularis 1 (0.8)
S. simulans 1 (0.5)
S. warneri 1 (0.5)
Staphylococcus spp. 5 (3.0)
GPB |S. agalactiae 3 (1.8) 3 (1.8)
S. bovis 1 (0.5) 1 (0.8) NS
B-Streptococcus 1 (0.6)
E. faecalis 31 (16.4) 26 (15.8)
E. faecium 2 (1.1) 1 (0.8)
E. avium 1 (0.6)
E. durans 1 (0.8)
Micrococcus sp. 1 (0.5)
Corynebacterium spp. 6 (3.2)
other 1 (0.6)
sub-total 75 (39.7) 63 (38.2)
E. coli 51 (27.0) 46 (27.9)
C. freundit 5 (2.6)
C. diversus 1 (0.5) 1 (0.6)
K. pneumoniae 8 (4.2) 9 (5.5)
K. oxytoca 4 (2.1) 4 (2.4)
Klebsiella sp. 1 (0.6) NS
E. aerogenes 1 (0.5) 2 (1.2)
E. cloacae 1 (0.5) 1 (0.6)
E. agglomerans 1 (0.5) 1 (0.6)
E. amnigenus 1 (0.5) 1 (0.6)
E. intermedium 1 (0.6)
S. marcescens 7 (3.7) 3 (1.8)
P.vulgaris 3 (1.8) 2 (1.2)
GNR P. mirabilis 4 (2.1) 3 (1.8)
M. morganii 4 (2.1) 2 (1.2) NS
P. rettgert 4 (2.1) 1 (0.8)
P. aeruginosa 8 (4.2) 11 (6.7)
P. cepacia 2 (1.1) 2 (1.2)
P. acidovorans 1 (0.6)
Pseudomonas sp. 1 (0.5)
X. maltophilia 1 (0.5) 1 (0.8)
F. meningosepticum 1 (0.6)
Flavobacterium spp. (1.1) 1 (0.6)
S. multivorum 1 (0.5)
A. calcoaceticus 4 (2.4)
A. faecalis 1 (0.5)
Achromobacter sp. 1 (0.8)
others 1 (0.5) 2 (1.2)
sub-total 112 (59.3) 102 (61.8)
Fusobacterium sp. 1 (0.5)
AGNR B. fragilis 1 (0.5)
sub-total 2 (1.1)
Total 189 (100) 165 (100)

GPB : Gram-positive bacteria
GNR : Gram-negative rods
AGNR : Anaerobic gram-negative rods
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Fig. 2. Sensitivity distributions for clinical isolates (10°CFU/ml)

Table 5. MICs of sparfloxacin and enoxacin for clinical isolates

No. of Geometric No. of resistant
Organism strains  Drug Range MIC,, MIC,, mean MIC Mode strains(%)
(MIC21004 g/ml)
GPB 128 SPFX 0.05~100 0.39 12.5 0.7 0.39 2 (1.6)
ENX 0.20~>100 6.25 50 6.2 6. 25 5 (3.9)
GNR 207 SPFX <0.0125~>100 0.1 12.5 0.3 0.05 11 (5.3)
ENX 0.10~>100 0.2 100 0.7 0.20 21(10.1)
Total 335 SPFX <0.0125~>100 0.2 12.5 0.4 0.05 13 (3.9
ENX 0. 10~>100 0.78 50 1.6 0.20 26 (7.8)
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%), ENXBHCTOH (56.9%) H-71chi, ChoDE
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o fe R, SAR. BRI OWTRET L,

Table 91cRk L &SI, WFhDEKRICHT 5%
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MO BEE N/ 189 Bk 166 ¥k (87.8% ), ENX EfH
O oYBEE N fc 165 kb 137 #k (83.0%) ASiE& L 705,
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Table 6. Overall clinical efficacy related to the type of infection

Treatment| No. of rreent Overall o .
Type ol infeetion group | patients (Kf tutul) lixcellent | Moderate | Poor | cfficac {’ml“_"f’““
rate(%) | oSt
roup SPItX 2 (AN 2
%mdwolllng catheter) lENX 3 2.1 | | I
rroup 2 SPIrX 3 §2.4) 2 |
pmt-proslulcclomy) IENX 0 0)
Monomicrobial | group 3 SPEX 12O 8; 3 7 2 83.3 NS
infection ?u pper UTH ENX 17 (138 5 9 3 82.1
SPIX 60 (48.8) 34 19 7 88.3 NS
%I()wor uThH IENX 70 (96, 9) 47 19 i1 80.0
. SPI'X 77 (62.8 37 30 10 87.0 .
sub-totul 1ENX ooy B 18 | oo | NS
roup SPIFX R (2.4) | 2
%lndwdlmg catheter) ENX o 2 (1.6) I |
Polymicrobial roup SPIX 4y (35,0 18 13 12 72.1 NS
infection %nu mdwdhng catheter) | ENX 3 @52 i1 10 10 67.7
. SPITX 6 (37.4) 18 14 14 69. 6
sub-tolal 1ENX 3 (@68 [l 1l i 66.7 | NS
m SPIFX 123 59 14 24 80.5
_ Total ) ENX 123 54 10 » | 761 | NS
Table 7. Relation between effects on pyuria and bacteriuria
Pyuria
Effect on
Bacteriuria treatment Cleared Decreased Unchanged bacteriuria
group
Eliminated SPFX 55 13 19 87 (70.7)
ENX 54 15 15 84 (68.3)
Decreased SPFX 2 2 (1.6
ENX 2 1 3240
Replaced SPFX 4 6 7 17 (13.8)
ENX 4 3 6 13 (10.6)
Unchanged SPFX 3 3 11 17 (13.8)
ENX 5 3 15 23 (18.7)
. SPFX 62 (50.4) 22 (17.9) 39 (31.7) patient 123
Effect on pyuria | gy 65 (52.8) 22 (17.9) 36 (29.3) | total 123
Excellent SPFX 55 (44.7)
ENX 54 (43.9)
statistical test
Moderate SPFX 44 (35.8)
ENX 40 (32.5) effect on pyuria NS
effect on bacteriuria : NS
Poor SPFX 24 (19.5)
ENX 29 (23.6)
(%)

HTI10.2%. 75 LBHETL2%E, 75 LBMKEEIC 7 LBHEOHEREIBREREDOTNE 8.5% TE->TY
BOWTKEMN-T, 7, R—EREEBATHELL 2o

BEITId, SPFX BTI3 /5 LBMHEOHEARERH EEEICHBLLBAICL, BEEARETETSH-
BOENEBIBELEALRIZETH - 1ch, ENXBTERY fROTFNOEBOMHARRICHL T HLERMIcEEEEE
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Table 8. Clinical efficacy assessed by doctor in charge
Treatment| No. of . Efficacy |Statistical
group | patients Excellenty Good Fair Poor rate(%)| test
SPFX 123 55 41 14 13 78.0
NS
ENX 123 50 42 14 17 74.8
Table 9. Effect on symptoms
Treatment No. of Resolved Improved Statistical
Symptom group patients (%) (cum. % Unchanged test
SPFX 11 10 (90.9) 1
Fever NS
ENX 12 9 (75.0) 1 (83.3) 2
SPFX 51 34 (66.7) 6 (78.4) 11
Urinary frequency NS
ENX 50 28 (56.0) 15 (86.0) 7
SPFX 41 37 (90.2) 1 (92.7) 3
Pain on micturition NS
ENX 32 27 (84.4) 2 (90.6) 3
Table 10. Bacteriological response to the treatment
SPFX ENX -
; - Statistical
Isolate no. of |eradicated ersisted| 1° of |eradicated rsisted test
strains | (%) | strains | (%) |P¢"S
S. aureus 12 9(75.0) 3 4 1 3 -
S.epidermidis 7 5 2 13 10(76.9) 3 NS
S. haemolyticus 8 7 1 5 4 1 NS
GPB Staphylococcus spp. 4 3 1 6 6 -
Streptococcus spp. 4 4 5 4 1 -
Enterococcus spp. 33 31(93.9) 2 29 23(79. 3) 6 NS
others 7 7 1 1 -
sub—total 75 66(88. 0) 9 63 49(77. 8) 14 NS
E. coli 51 49(96. 1) 2 46 44(95.7) 2 NS
Citrobacter spp. 6 5 1 l 1 -
Klebsiella spp. 12 10(83.3) 2 14 11(78.6) 3 NS
Enterobacter spp. 4 4 6 6 -
S. marcescens 7 5 2 3 1 2 -
P. vulgaris 3 3 2 2 -
GNR |P. mirabilis 4 4 3 3 -
M. morganii 4 4 2 2 -
P, rettgeri 4 4 1 1 -
P. aeruginosa 8 3 5 11 6(54.5) 5 NS
Pseudomonas spp. 3 2 1 3 3 -
others 6 5 1 10 8(80.0) 2 NS
sub—total 112 98(87.5) 14 102 88(86. 3) 14 NS
Fusobacterium sp. 1 1
A
GNR B. fragilis 1 1
Total 189 166(87.8) 23 165 137(83.0) 28 NS
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Table 11 —1. Relation between MIC and bacteriological response
(no. of strains eradicated/no. of strains isolated)

| Treatment MIC (gg/ml)  10'CFU/ml Not
solate N Total

group | <0025 0.025 0.05 0.1 0.2 0.9 0.78 1.5 313 6.2 125 25 5 100 >100 done
S auress SPFX Y38 0 14 12
ENX 1o 02 "
_— SPFX TR IR 1 (] 5N
& epidermidis ENX ¥3 W w3 1 in | s
) SPFX M o M ouroo 7
S haemolyticus ENX IR ot m oo
. SPFX Y 1 an
Staphylococcus spp. | gy n v | e

GPB
SPFX 3 n |
Streplococcus spp. | pyy R ¥ | s
Frterococcus s SPFX 15/18 14/15 "o 3%
PP ENX 5/5 1215 01 172 23 m ou | wm
whers SPFX 1 ) 1 o n | om
ENX 1 i
aub-total SPFX U2 Y8 88 WBISIE U2 0L U5 U2 U3 2 Ol ¥2 | 66/
ENX 56067 X5 T 1216 12 U3 A6 13 UL 88 | 4ue
E col SPFX 66 A M 11 1o 1951
g ENX WU IS/ME 1 UL U] 3 | s
. SPFX 72 w1 1 5/
Citrobacter spp. ENX i i
GNR

‘ SPFX nomour m o/ 1012
Klebsiella spp. ENX 188 1 1 v2 |
SPFX 33 "
Enterobacter spp. | pny RN ”n n | o

B 1ohS, mEEE bIC Pseudomonas aeruginosa
DIERELMEEDO TN L D EI 12,

MIC & HIBE¥M9% R & DBAGRIE Table 11 IR L 12
A, SPFX BT MICA6.254g/ml LA EIC/ 5 &4
BHRENMBET T 2@EBI%ERL, MIC3. 13ug/ml Ll
TD 156 hDIBEEMN 96.8% THBHDIZXE L, 6.25
vg/ml LLED 29 BRDIHKEIZ 37.9% L ERICET
L. COMICHEEZ (p<0.0l) @bont, i
ENX B¥Cid, MIC A 25ug/ml LA L1278 5 & 4REE
KBPMMET T 2EBM%ERL, MICA 12.5ug/ml LIF
D122 BRDEREHN 9. 0% THBDIKL, 25ug/ml
PIED 285k TI3 46.4% & 13D, Pi3) CORIcHER

(p<0.01) M@BH SN,
5) BE®ILBMHE
ERE S HRORPIC, EREHOCHE L M8,

Table 12D & 5iC SPFX 8Tz 234 (18.7%) » o
35BkAY, F/ENX BT 2361 (18.7%) H o 33 ¥
N EININ, BERHEBREELZHIEROEEIC
BOL THIBERICHEEZ 420, @ftE bicy 7 LB
HOLBIRENL, 75 LERHEOZh LD FVAHIEH
HITH 10

HREEONBTICHBLTOLmAMICEEZLEDE
Mo 722, SPFX 8 T3 Staphylococcus epidermidis,
Staphylococcus haemolyticus 75 & @ Staphylococcus &
M%<, —%4, ENX 8 T3 E. faecalis, Enterococcus
faecium 15 & D Enterococcus B7 % BHoh, Fih
P. aeruginosa & WS MBI HE L TV,
6. T2t

B - th#EAEI{EM L Table 13D &5, SPFX#T
3144 FIP TH (4.9%) i 11 4, ENX BTi3 146 f
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Table 11 —2. Relation between MIC and bacteriological response
(no. of strains eradicated/no. of strains isolated)
Treatment MIC (ug/ml) 10'CFU/ml Not
Isolate Total
group <0.0125 0.05 0.05 01 02 039 078 1.5 313 6.2 125 2 5 100 >100 done
S, marcescens SPFX 1 (VAR VA T O Vi R T 51
ENX 171 0/1 0/1 113
. SPFX 22 1 33
P- vlgaris ENX o 2”2
irabili SPFX 22 22 N
P ilis ENX 22 11 33
M. morganii SPFX 22 U2 N
- morg ENX Mo 22
R SPFX 33 11 N
GNR | P. retgert ENX W i1
. SPFX 11 11 0o/1 01 0/1 172 0t 38
F. aeruginosa ENX 33 (/7T VAR VA] 1/2 6/t1
SPFX 171 /1 0/t 23
Pseudomonas spp. | pyy " 0 33
others SPFX It i 2/2 1/2 3/6
ENX VIR VR V)| 12 11 11 12 8/10
sub-total SPFX /1 6/6 34/34 18/18 14/14 9/10 5/5 2/2 5/6 1/3 1/6 173 113 01 98/112
ENX 0 8/29 88 T 44 O/ U UV /2 W2 o M0 5 88/102
. SPFX /1 1/1
Fusobacterium sp. ENX
AGNR
. SPFX /1 11
B.rag ENX
Total SPFX 171 6/6 36/36 26/26 22/22 31/33 0/21 4/4 5/1 38 8 U3 25 /4 0/ 4/4 166/189
(100) (100) (100) (93.9)(95.2) (87.8)
(cradication rate %) ENX 070 8/29 1313 13/14 7/9 /8 1419 23 2/5 5/8 24 411 1Y/15 | 1377165
oo 1 (100) (%6.6) (100) (32.9) .7 (%.4) (86.7) | (83.0)

BTH (4.8%) K 12HBH ORI, TORBEEIC
ML TEBICEREEZZDEN - 1,

EERORNRTIRmE L bICHLBREENEL, £
DEBEUBELVLDPEEDOLONEN 124, SPFX
BO6#|, ENX B0 3 THEENPLEINTV S,

EH L OMBNRON I EFRREBEBOREE#H I,
Table 14 @ & 5 i SPFX ## Tt 122 fijh 5 F1f (4.1
%) T, ENX BT 120 P 5H (3.9%) <6
HRHontH, TORBAEICHL CTHEMICEES
ERBDIEM 10

BAREBRFEH O EHKE L Table 15 2R L1
», EBLEHRIBHONNEN -1, £ ENXETI
s=GOT, s-GPT OE#HNEHFTH »7ch%, SPFX B
TR—EDEENLZSH SN -t

B - hEOEER LERREBICRITTHELMEL
THYEMAHE L BIEXLE L. Table 16 DL
BRI EEREEZDBDT, (K2THH) & NIREER
2ThHhA] LEbbthELEZ, SPFX 8T 9.2
%. ENXBT9%.3% &, WFhbBLWLDTH -7

7. Rt

BRRMRLELHELME L THYERMAHELLER
i3, Fig. 3oL ) IcHBMIcHEEZZZY T, FHM
DZ2I7I3 SPFXBETE 74.5+25.3, ENX B TFE
#70.7£27.0 TH Y, 7 60 L ELOHEHRIISPFX
BTT74.3%. ENXBTT12.6%CThH-1o

m % =
1. RPMFEEICHT S MIC oW T
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Table 12, Strains appearing after treatment

Isolated No. of strains(¥%) Statistical
SPFX ENX test
S. aureus 3 (8.8) 1 (3.0)
CNS 1 (2.9) 1 (3.0
S. epidermidis 4 (11.4) 2(8.1)
S. hominis 1(3.0)
S, (2008 | 4
PB |Staphylococcus spp. . . NS
G E. faecalis 2(51) 4 (12.1)
E. faecium 2 (8.1)
Corynebacterium spp.| 2 ( 5.7) 2(6.1)
other 1(2.9)
sub—total 20 (57.1) |16 (48.5)
E. cloacae 1 (3.0
S. marcescens 1 (2.9
P. rettgeri 2(8.1) NS
P. aeruginosa 5 (14.3) 4 (12.1)
P. cepacia 1030
P. paucimobilis 129
GNR |Pseudomonas sp. 1(3.0) NS
F. meningosepticum 1 (3.0
A. calcoaceticus 1(2.9)
A. faecalis 2 (57
A. xylosoxydans 129 2 (6.1)
others 2 (6.1)
sub—total 11 (31.4) |14 (42.4)
Yeast 2(51) 3(9.1)
YLO 1(2.9)
Others| C albicans 1(2.9) B
sub—total 4 (11.4) 3(9.D
Total 35 (100) 33 (100)
Patient with strains appearing 237123 237123 NS
after treatment (%) (18.7) (18.7)

CNS : coagulase—negative staphylococci

YLO : yeast—like organism

SEDERRITICEEL, BREFMORFLO HBEEN
EE 354 #keh 335 BRI DWW T SPFX & ENX @ MIC
MRIE S N, FREFBHICBREC ChoaEIC
e AiiFIo MIC 2T 5L, 75 LBHEEICHL
T3 SPFX © MIC ® ENX L0 EH 3.2 E/N,
1275 LEMEICHLTH SPFX A EY 1.2 EE&NT
B, 100ug/ml Y LOFERELTTHROBED,
SPFX 213 3.9% &, ENX O 7.8% i H~DIEh >
1o

LA L MIC t MM ROIETER LS I,
SPFX B Tl3 MIC #6. 25 u g/ml LA EIC78 5 & $HEHH
REMETL, F/ ENX BT 251 g/ml LI ETHIE
HERBBETTEIEM0, BBERIICII SPFX 136.25
vg/ml LlE, ENX Tid 25z g/ml Ll EAHittE & & X
Shaf®, TOEELXHKELTAELE, SESEN
175 LEBHEE 128 tkeb, SPFX fittE(d 23 #k (18.0

%), ENX fiftfi2 37 ¢k (28.9%) T& 0. SPFX itk
BRDSAEAVLIS VR (p<0.1) ZRL1,

—5 75 LREMEE 207 #kicx$ L Tk, SPFX © MIC
MENX 0#hLhFY 1.2 E5/N, MIC2100pg/
ml OFEREKROHEE b, ENX OFEREDEH-
fe s, EERREW M Bk DA 13 SPFX ioxt L T 29

(14.0%), ENX it LT 30 #k (14.5%) &&Z%8H
Binoto ThODIEDS, RBRRBEOFEEATHS
7S5 LEEHEEEPOICEL RS, SEOERRET
SPFX n#5&% ENX O¥BICBELLZERBEY
Th-otc b ELONS,

SPFX @ MIC 275 LMt & 75 LItEE L TH
BTsE, 75 LREEIHT S MICHEYL2EE
h, —HENX Tb 77 LIRHEEICHT 5 MIC »'#1
TW3BH, ZTOERFY32FEREN -1, JhidY
5 LESHEICX T 5 ENX OHE N4 SPFX 3 & #K
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Table 13. Clinical adverse reactions
’l‘reatmentl Type of Day of ... | Severity of | Relation |Incidenco|Statistical
group Sex|Age reaction appearance Administration reaction |to the drug o test
F | 67 |lip and oral redness [
pain and redness starting | discontinued # definite
___________ offingers | ]
M | 80 |diarrhoea | starting |discontinued| LA definite _|
F . , .
_______ " lomiimg | L |dscontinwed) o possible |
SPEXT'F 1755 litching "] 2 |discontinued| "+ |} possible | (4.9)
| _F | 69 [heartburn | 2 |discontinued|  *+ | probable_|
F | 69 |headache dull,
stiff shoulder, 4 discontinued + probable
numbnessofhead | |
F | 71 |epigastric discomfort starting continued + probable NS
F | 70 [anorexia,
(feeling unwell | starting | discontinued| _____ " ____] probable
___________ numbnessof both hands | | |+ | ]
R 4 |dontinsa|  # | probable
F | 60 |stomach discomfort, definite |7/ 146
ENX appetite loss, 3 resumed *’ + (4.8)
stomatitis !
| M| 69 Jinsomnia | I ____| continued |  *+ | | possible _|
M | 58 [stomach discomfort 1 continued + possible
..... L e L omne T [ PO3SIDE
| F | 49 |nausea | starting | continued |  *+ | probable |
M | 40 |insomnia 1 continued + possible

* after |1 day pausing

BOEHTHY, REBREFICHT sEHOREH% T
B L7484, SPFX 377 LMBHE BEgEoWSh
KHLTHENX L @EN, Lrbo s LEBHE LY
Bic T 2IENICKELEETENLY, "S5 U20D&
NEERTHAENS TENTELS,

2. EBERMHRICOVWT
SEORFTCHONI-LEERYRIZ, SPFX BT
80.5%, ENX B TT16.4%0HEYETHY, @MEMICE
BEELXPHUAM -1, MBEE LTHW: ENX OB}
PERBE REME IC X 4 B EERZN R I3, ENX DBIREICIT
bhic AR T3 129 F1 80.6% L MEENTH
b, SEBSNBRINLIDEFEV DD, HE
RFfoEE&P, 20%OMUEOMMER L & 2R T
5L, BIZRYNKEEBDON S, £/, HEBEARICE
I->Tirbh - ERARBRTRROBICE S hf: ENX
DEHRT6.6% L bEDLHTHELUL TS, BRAR
RARB T AT — T LVERBER DL EMRE L1/
b, SEIDERDS L, HF—TIINFEEBD 118 Flic>
WTEDEKWRERFT 5L, FHHELUEYI 91
Bl (17.1%) THH, H7F—FLGBEGDS F &0

Matcl e bdh, BHRIFILAEEDLST, BKH
BRIAABRTEONEVRL ZIIRIFTHY, DA
"o bELURENFONIEEI SN LS,

—%#. BB oSN SPFX BHick i 5 HHRIZ LK
T8.5%THV, CDHIBLATFT—FTILELARD 118 #)
T3 8l.4%, W7 —TLEHBEDSHITIZ60.0%DEY
RTH-1:o —RERRRICE T L2ELHKK T
3, UTI EUFEERICLDHEIN/A SPFX 181
[E] 300 mg 54 14 FIOFEHNRIX70.3%, D557
T—TIHEHEBOD 65 HTIET6.9%, HTF—FLHBD
IFITIE22.2%DEMERTHY, FHEKARRITR
BB BHT—TIEREBED 8HITII68.8%DEY
RThy, SEOBFAI LoDV TFNLY bETFEN
e TH > 1ehd, TOEHEIMESE L bIBETIIR
Vo

REBRYEE UTI REBEREHBICHELBEIC
3, F3H, FAE BOHOLTHITBEVLT LEEA
ICHEBEZRZDoNLEN D, BIE F28 E5
BBV TIREMBADIIWY, BEMARTT S
TILRES D 12, SEIDOKRFETIIFERIE bHT—F
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Table 14— 1, Changes in laboratory test results

Item Treatment| Total | Definite |Probable| Possible Sub—totay Unlikely |Definitely| Sub—total |Unchanged | Improved
group not
RBC SPFX 122 1 3 4(3.3) |113(92.8) | 5 (41)
ENX 128 2 2 (1.8) 121 (94.5) | 5 (3.9)
Hb SPFX 122 | 2 3(2.5) 115 (04.3) | 4 (3.3)
ENX 128 2 2(1.8) |123(96.1) | 3(2.3)
Ht SPFX 121 2 2 4 (3.3) [113(93.4) | 4 (3.3)
ENX 128 1 1(0.8) 124 (96.9) | 3 (2.3)
WBC SPFX 121 { 1 (0.8) 1 3 4 (3.3) |101 (83.5) |15 (12.4)
ENX 128 1 2 3(2.3) {107 (83.6) | 18 (14.1)
Baso. SPFX m 76 (88.7) | 1 (1.3)
ENX 81 81 (100)
Eosino. | SPFX 7 77 (100)
ENX 81 81 (100)
Neutro. | SPFX 7 1 1(1.3) 72 (93.5) | 4 (5.2)
ENX 81 74 (91.4) | 7(8.6)
Lympho.| SPFX i 73 (94.8) | 4 (5.2)
ENX 81 75 (82.6) | 6 (7.4)
Mono. | SPFX i 76 (98.7) | 1 (1.3)
ENX 81 80 (98.8) | 1 (L.2)
Platelets | SPFX 17 1 1(0.9) 1 1(0.9) 114 (97.4) | 1 (0.9)
ENX 124 123 (99.2) | 1 (0.8)
s—GOT | SPFX 119 2 2 (L1 1 1(0.8) 112 (94.1) | 4 (3.4)
ENX 128 2 1 3(2.3) 4 431 |17 OL4) | 4GB
s-GPT | SPFX 119 1 1 (0.8) 111 (93.3) | 7 (5.9)
ENX 128 2 2 (1.6) 1 2 3(2.3) |116 (90.6) | 7 (6.0)
ALP SPFX 115 114 (99.1) | 1(0.9)
ENX 126 121 (96.0) | 5 (4.0)

NEBEMICIT 2RI ENIEBEL B 7h, —
BERRABROBRAL E LEDTEA L L, EOKTH S
mEIDEIBZMNEE, PEOHTF—TILEEABREFNTH
3LEA L

HEFHHRTOABOMERARICEEZIEZD S
NEd ot 75 LHUEDOBAERIE SPFX Bick
WTENX #&0 10.2%&<, —H7 5 LIRHEDMH
REH SPFX B#icBWTEN - 7245, ENX BHoDilk
REDEF1.2%ICEEE 1,

NS MICDIETRANI- LSS, 75 LEBHEE
et x4 B SPFX & ENX @ MIC % th#k U 7- 18
&, wWFhicx L TH SPFX © MIC »#hTW3
M, ENX LDZERT S LBHEICHLT, LH¥EHT
b5 EILMENH D, BMEIDHRENOE TORHYN
EEAREIC HIEFHNY RSBV T HL(RBI iz bD
CEBETE LD,

IhoDI ey, SPFX D1 H300mg, 1EHRS
i, WHEMRERREOERICEVT, ENX 0 1[E
200mg, | H3EKRESLEENEWHETT LD LY
G

3. TeHiconT

SEIORETICH 58 - thESIBIERORIAE I,
SPFX BtV T 4.9%, ENXicEW\WT 4.8%THh
H, MEMICEL ZEBHED 1,

N3 SPFX O—BEKRKRICH I 5 2EEHK
D 02154 H)h 13341 (4.8%) LIZERTHD. B
RARBRFHRICH 26400 16 (1.6%) XhikE
RTH-1:,

FLERREEORFEHRIAFICKL T HLEEHMIC
BEEZZ2HT, FLAENEEOEHTHD, BHH
BAREFICRVWTN b —BHROEHTH 1o ThoHD
ZEMS, SPFX D 30mg 1 H1EHSERIELE
BRETHHEEZ SN,

L#hi->T, SPFX ® 300 mg 1 H 1 Bf5#3,
ENX ® 1[E 200 mg, | H3EZS&ELBHIC, HKE
HREBRRIEDERICBVWTHRNERETHD, B
| B EORETTO I L0FRHEREVEEL SN,

H £33
AMRICBMENRAMER S L CBLEMEUTI
TL, RELIHEERLET,
AMRICBME N RKERS L CEYSEAHE (FH
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Table 14 ~2, Changes in laboratory test results

Treatment| Total | Definite | Probable| Possible [Sub-total| Unlikely [Definitely| Sub-total |Unchanged | Improved
[tem group not
LDH SPFX 86 1 1(1.2) 1 1(L2) | 77¢80.5) | 741D
ENX | 104 3 1 4(3.8) |97(83.3) | 3(29)
7-GTP | SPFX 92 | 1(1L1) | 80(87.8) | 1(L1)
ENX | 104 1 1 2(L9) | 99(85.2) | 3(2.9)
LAP SPFX 51 1 1 (2.0) 49 (96.1) | 1(2.0)
ENX 61 60 (98.4) | 1 (1.6)
D-bilirubin| SPFX 73 72 (98.8) | 1 (1.4)
ENX mn 71 (100)
T-bilirubin| SPFX 94 92 (97.8) | 2(2.1)
ENX | 108 99 (96.1) | 4(3.8)
T-cholesteroll SPFX 56 55 (08.2) | 1(1.8)
ENX 64 60 (93.8) | 4 (6.3)
Amylase | SPFX 21 27 (100)
ENX 28 28 (100)
BUN SPFX | 120 2 2(LT) [114 (95.0) | 4 (3.3)
ENX | 129 1 1 (0.8) ! 1(0.8) [120 (93.0) | 7 (5.4)
s—Cr SPFX | 120 | 1(0.8) |118(98.3) | 1(0.8)
ENX 129 1 1(0.8) [125(96.9) | 3(2.3)
Na SPFX 98 1 1(L.0) | 97 (99.0)
ENX 109 108 (99.1) | 1(0.9)
K SPFX 98 1 1 (1.0) 1 1 (1.0) 91 (92.9) | 5(5.1)
ENX 109 108 (99.1) | 1(0.9)
Cl SPFX 98 1 1 (1.0) 94 (95.9) | 3 (3.1
ENX | 109 108 (99.1) | 1(0.9)
No. of patients SPFX 5/122 (4.1) 117122 ( 9.0)
with aggravated
Iaboratory test ENX 5/129 (3.9) 14/129 (10.9)
results (¥)
Statistical test NS NS
%)
) FEHFER RO E K FEFHMBRTWREH : BILE

FLREEH KM B AP K 355 - RE=R, FHREH
BT RBE iR 3554 « SIZMIR, WBIKE
RRARFEFRM BREibREFH 7 Ed
RRMILBER RS B E—
HRBRIFEPRFITWIREH : HHEE
ERILEMBTi R EF @ THE
REFR+FRbisbbRER  CH 14
ZHICembTib R ERE
RREELEMAEMBRSKEH - FH ¥ B+
BE

HREESERAEM BT PRl R EH /| \FFIE—
REBERBCLR 25H : 2 Th

RBAF R LM BB R 3BF : FRHER

WA B S0M I8 A SR B ibh R 2884« IH 8 3]
TENRARMREN  HAE=
REHKEMBRBLR S  KAEMHk

*

NS ERmBELR ST« RAZR—EE

# IR+ F Rt R S5 - BERIE

b BERF R BARBTLRER IR A R 1B
{RERREA

I BT RS BTUA R 3R F © LHERE, /O —
BBV T BRRERWREF % Fis
EIRKFEFHM B RETMIR B : #KE
BHEHMKFHBRBTWREH : —REa)

ML RIERBTRER : Mg

RS A FHIRBTREH  HkFER, AR &
KRBy Kimbeis bR a4 K515 KBR

P RFERFHIM BRETUR SR SR
FaR TSI Pa R Bl PR 574 « P REIOA

=H - PRI REHERT : ZHIRE
TEEMSG/IFHRGREH - KEFE
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M KEEF I Bimbri K aEF - AHER
AMEBEEESRITWHIREH  BABS

586 CHEMOTHERAPY AUG. 1991
Table 15, Patients with laboratory adverse reactions
Tromment| pgo | sox | Mo ond changes of
69 F  |Plalelets(26.0—>11.9+27.7%)
s—GOT(21—-43—+22%)
0 | M |K @
SPFX | 8 | F |WBC (5000~2700-3500")
o[ M |LDH (200-285)
69 M |s-GOT (133—+220)
s- GPT (103—182)
‘ 53 | M |s-GPT (27-87-527)
72 M |s—GOT (26—+36—32°)
s—GPT (31+49-35")
ENX  [---coobemcaofrmm oo
69 M |s-GOT (23—44—27")
58 | M |BUN (17.2-+25.2)
B s1 | F |s-GOT @l=42)
* follow—up results
Table 16. Global safety
Troniment | Nousks | S | Almost [Solg sl ot sate | Sty rate” Fiatistia
SPFX 124 112 6 5 1 118/ 124 (95.2) NS
ENX 129 117 6 5 1 123/ 129 (95.3)
* Safe+Almost safe/No. of paticnts
TS KRB bR+ - (RIS
1 SELRFARRBRER R =(E. WOKA HO &
g’ r B R B KRFEF I Bmbeal bR a5t - ksl NFxT
gl l
o sof SHRROFRBREN I BME
3 | SMERRBR@FRLREH 5 & AL
§ r I B R HEEF IR ETIEEER R | EUEK
Zogen %o 100~80 79~60|59~40[39~20| 19~0 | Total | Mean+SD Sﬂuli;l‘inl I ik
x| ol | o |k | &% | @y | 13 [reseass 1) Nakamura S, et al. : In vitro and in vivo
| @i | @ || & | @ | 1 [1075200 NS antibacterial activities of AT-4140, a new
) broad—spectrum quinolone. Antimicrob
Fig. 3. Clinical value Agents Chemother 33 : 1167~1173, 1989
2) Kojima T, Inoue M and Mitsuhashi S : In
BATES KRB bR 3584 - IR fL e vitro activity of AT-4140 against clinical
B A E MM AP R 2R . WBAKRN bacterial isolates. Antimicrob Agents Chem-
RS T RARRR MWK 8% B — other 33 : 1980~1988, 1989
TR RACR S B B 3) Kanamaru M, Nakashima M, Uematsu T

and Takikuchi Y : Pharmacokinetics and
safety of new quinolone, AT—4140 in healthy
volunteers. 28th Intersci Conf Antimicrob
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4)

5)

6)

Agents Chemother Los
23~26, 1988

FIEHEE, fth (14 M H L OMBMHER) « WK
RE§REEE IS 9 % Sparfloxacin DEKF RO
#3t, Chemotherapy 39 (S—4) : 555~570, 1991
UTI RS (R#F : KRUERK) : UTI W ME
¥ (% 3 f®)o Chemotherapy 34 : 408~44l,

1986

BA{FEREFS RNREHELERE (MIC)

AEHEHRETIC OV To Chemotherapy 29 : 76
~T79, 1981

Angeles, Oct.

(D)

8)

9)

SFRYE K, fih (8 MERYE L UBMMENL) ¢ MM
FRES B EIC R4 5 AT -2268 & pipemidic
acid O ZEWREICL B LR, Chemo-
therapy 32 (S—3) : 894~918, 1084

FIEEMN: Ky oAU L (2), Sparfloxacin
(AT-4140) IV. EEBK 2. W REEHIFAE, ¥ 38
EEA{LERELQFEE AXMRE (M), %
B, 1990

M M HwEY oAU L (2), Sparfloxacin
(AT-4140) IV. BEKS5. BIfEA. % 38 EIH A
{EERiEF¥STEEALITRE (), BE, 1900
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To objectively evaluate the clinical value of sparfloxacin (SPFX), a new pyridone carboxylic
acid derivative, in the treatment of complicated urinary tract infections, we performed a
prospective, randomized double-blind comparative study using enoxacin (ENX) as a control
drug.

Only patients with pyuria of at least 5 WBCs/HPF, bacteriuria of at least 10* CFU/ml and
identifiable underlying urinary tract disease were admitted to the study. Patients were randomly
assigned to receive either 300 mg of SPFX once daily or 200 mg of ENX t. i. d. for 5 days.
Using the criteria proposed by the Japanese UTI Committee, clinical efficacy was evaluated in
123 patients in each group. There were no significant differences in patients characteristics
between the two groups.

Excellent and moderate responses were obtained in 80.5% of the patients receiving SPFX and
in 76.4% of the patients receiving ENX. This difference was not statistically significant. The
overall bacteriological eradication rate obtained in SPFX and ENX group was 87.8% and
83.0%, respectively, with no statistically significant difference.

The incidence of clinical adverse reactions was 4.9% for SPFX and 4.8% for ENX, and of
laboratory adverse reactions, 4.1% for SPFX and 3.9% for ENX, the differences being not
statistically significant. There were also no significant differences between the two groups in the
overall safety rating and clinical value.

From the results obtained in this study, we concluded that SPFX (300 mg once daily) was as
useful as ENX (200 mg t. i. d) in the treatment of complicated urinary tract infections.



