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BIX5EBI3236%, fleroxacinBE 1226, OFLXBEEN 12181 ¥ BBRHROFMad R L L72as, 2
NODEFIOEFERFICH L THERICAERZRZDOON L 57, REAFE I leroxacinBE T
79.5%, OFLXBET77.7% L MBMICEEE*ROT, ThPUTHREREHBEICHELAEHEICY,
HEEYDOL o7, MEHEKE X leroxacinBFT85.2%, OFLXBETS7.2% ERII N EXADLD

* T500 UEAAT40
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EIVER iXfleroxacinBE 1578 D65(3.8% ), OFLXE1618IFD8HI(5.0% )i bh, FEK
BREMBREE LR I fleroxacinBEN2.2%, OFLXEMN38%IZEDLND, WINbEEMICAEEY
DT, BIERLSE, AR OVWTHHEEMICAEERD L 57,

ING DD S, fleroxacin®300mgl B 1BI% 51, BHEMERERLAE D E#IZ B V> Tofloxacin
D200mgl A3EZS L EKICERATHL LEZ LN,

Key words : Fleroxacin, #MMREERRSAE, —HEERILEHAE, Ofloxacin

Fleroxacin it R BLE (#k) PRIFAKXTTRHE SN
FLOEY FrAVK U BROGEMERTH 5,

AHIIEMMRBEREEDOFRRBE & L TRL O 58 S
N B Z & D% \Staphylococcus epidermidis, Enterococcus
faecalisTp ED T 7 LG IRE A H, Escherichia coli,
Klebsiella, Proteus, Citrobacter, Enterobacter, Serratia,
Pseudomonas aeruginosaZs & D7 5 LAEHBRE IS
BLVHEARZ PVEBVWREEEEA LY, £/
BABEOE T, BOKRSKOMPEELHH 108
e, ShITOE) FUy ALK BRERICIIRON
ZVREBER LTV LY. —HRBIIIT2EMETICH

7% HRE S Y, RPBECHEEMORNZ DL,

REEESE I LTI BRI OHFE TS 2 ib B R
PERAIENPEEIN, O L IZEBHRTOKERY
5b, ZOWEEIREINATNSY,
AHNZDOWTIZI987E1 A H» L 2EBEOHAESIE
Bah, pYEHERRARICBV CTRBREE T
LAEHIEREINDL L EHIL, BEMOETHHES
BV ENHER SN, TG &KX Tbh - BKAE
RETRBRYTIE, BHEMEREBREAEICH L T300mgl H1
EOFS THRRNICHEECI LA LLEtEETH
CEDHERINIDT, SE, BH OBFMERBEEEE
T AR EBRICFMT 5 BHT, ofloxacin
(OFLX) 2 xBEL L _EEREBABREITIZL L
L7
I. ¥RELUHE

1. NBEEBIUVBESY
ARIDWEARY MDY 5 LEHELI S 75 LEBYH
BICRABLEVWLDTHEI LD, BERENERKICH
1o DM REBREE I L TL Y BUWERESEIFT
EHEER, REBICEREKBY AT 2 EMMIREREAE
YHREBE LI,
BEEMIIUTIER TSR (FEIR)” 26V, 53/
HPFLLEDBRIR & 10'CFU/mIA LOMER 2 E T 516
BULOESIE L, #5, AR -NRJBLUHTF—F
NVEBOFEIMbRWZ L E LT,
INHDEFIZ1989F4A N S RIEIR DI, £FH
S4NFEHEMBEZZ L, ERFDERICHh+

FEHEBALTV, RBRENORELIRONENTH L,
2. BtAHEAH
WETEEH & L CT18 % (X fleroxacin 150mg# 84H T 5
SR (BEHRBEHRASHEY) %, THBEHELT
1889 (ZOFLX 100mg* A T 5 5H4 (F—HEHKRS
HIRM) LAV, MANNERSRL 570, FhEh
DEHK L NEAE { Al —DplacebosE ¥ HE L, flero-
xacin ¥ ¥ 5 ¥ % B 121X fleroxacin D E ¥ & OFLX ®
placebo®, F7-OFLX%#&5 3 A IZIXOFLXNEE L
fleroxacin®placebo DS x5 SN b & H ICHAEHLELY
TNYI-gICkY), ZEEREL L TOBBRE L HR
L7
HEER L U TOFLX % #A ZEHIL, fleroxacink [
FEDEY F A NK U BREROFT, ERHELOR
BAEI L TEASR, FRBEEREEDERICELT
b EDAEMEEREHITHT HFHEN—E L TWVAH L,
4Bl B RER 12 553 Dfleroxacin D fE R BT A
THOFLXEMEBEL LTHAWZ R EIZE 5,
EHRLLIBHOEA K5 ME2ED, 2HEXS
SHE FTCi3Ea, 6BBR1IALZ-TEh, -}
TNV ECIRABHEBER L, HERASEL
TISBX1IFHIIND, AFEFTLEHIIEAAELT
[AM-OF(U)] & &R L7:A, FHONBILERITREL
L7z BHOEFTIZ4ERNZ 1M E L, EMEIfle
roxacin®f L OFLXBEV I AL HIcary bo—-7—
(UNIGth) PEEBIZITo 72, 2B, ¥—3- FER
MR TECa PO -5 —-HFRE L
EHOSEARBRIEROEMN TR, I ba—F -4
BT L EERFhERI0KICOVT, BR
BRETBMRT & KT HO20E, EEMAFENERZ (£
D kHHERREE) EKELT, aRRBESURER
BE¥To7z, B, aBRARIBEAENEEILNT-
PAS
3. BREEBLIURSHE
EHIZELAORAKL 1A T OEAKLH3ME,
Fig. 10 &) 2 A& b TsAMEORSTAHILL
L7:o TP bileroxacinBETit, EX+RAMBIEE
R%IC, BALLRBARKICRATLII L ERDY,
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OFLXB TR BOBEKZDI LERADHRKIT, &
ARICEEIRATLIL LR B,

#-T, 185 = fleroxacin® Ti3300mg, OFLX
BTI1600mge kB, DL ) RSB EFHRE LB
it, fleroxaciniZf L TREBKRABRIFAABROKR, #
M R B FE 123t L CI31 H200mg & 1) & 300mgh i
Y LHBT XN Z &, OFLXIZDW TII BT R M R e
EICHT ARG E L LT600megh R b — KM THEHZ &
L& 5,

Fleroxacin group

4. ROSBEREDEE EMICORIE

Rep OMEE ixdip-slidei®E (7 ) ANV MEH) I2& b5
L, BRRICBOCUBBEERCERYHE, #
ERE 12 B K F BRI B g A B BRI 2 % 1
L, BEOBELMICOREIIZM L. MICOHIZEILH
KILEREFLSEEFEY |ZHEV, fleroxacin & OFLX D
MIC% #llE L7z,

5. BERMEOHE

RERBIRIRE, REBELITV, UTIEMFMEAE
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o o
® fleroxacin O fleroxacin placebo

® ofloxacin O ofloxacin placebo

Fig. 1.

Administration schedule.
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(B3/R) 1Bt - CTRABRDR, MEFENDR2EE
HE Ll $72, SHEBRERDRERIZBVTHLI
ERL-EEL RS HREBME L L. ThoDHES
TIHIBE, Do LOEDBERGIER LIZER S,
BEEB N IKES TN o 7ER, FIEDRIC
FTEDREN T b h o 1ER 2 SR L7,

NS DAEEESOR Y RV ORE, FRFRMG
i LIERNIC BT A BRBEDHE L, FREARE
(MHAEE), 27 bo-5—, MEFNRFEYE
(LF—%) BLUERBFAEOFH»LRIIN/48D
FB (MEHE, FTBRAX, AHLZ, EEFE—) 25
A /NERBSIZBWTHRNIIT- 0

T -UTIEREFMEEIC L AHE & BN, HLEM
BERENOHMT [ED], [HE], [RFH], [#E
%] O4ERFEICERRDIRLHE L,

6. TEMUOKRE

H - thEMEIERORETIE, BEDEOHED S B
SNTHEBI R &0, REFTEELR TXTOMER % st R
L7, F-BRREMICRITTERE, RENE (3
BEA) ICBEBRBREVER SN TXTOERAFIRE
LTRE L7z,

BMER T - A EBERREE O E(L AR & B AT,
UTIZERDEFH AR HE (2 - THUERM AR5 A & D%
% [HL»ICBRDY I, [£98RHD 1, [BFEHLH
bLhzw], [BfERWs LW, [BFR2 L] O5ER
CHZE L. %28, [Bo»lMEDY L, [£58EFD
D], TEFRHELL L] EHESNR-bDREIE
FIES X 7o BRI EERELSER & L7,

B - MRS L CBRREMEICRITTHEL Y
RLT, HURMARSEAOBRIFLEEY 2 TH
5], NFRETHAH), [RLHENDH L], [FEI D
5] DARRICHIE LA, FOFERIZEWER DT
X REDS b, BRREIREOEMICEKSh, Ly
LA, FFHERE, FHEREOSHEETREKIFEENE
BN ERE Uiz, 72720, BWERRBES T 7~ 136
FRIREERERBES I TN CEFMIRISmMRA A L &
L7

7. HFRMKOHE

BARDR LT EBE L CGHLYEMSRSEROF
AL HE Lzds, AREOFME SIS, UTIEEL M
HHIZL DERDROHEHNTERT, 1 OBEREED
AR E R o TEBIE Lz, 72720, BER $ 701366
RIREMEDRERBH R0 6 NI EBNL, BBRDEDOH
EPfTHN T L &S HRMHEDFMEMRIMmE 5
kel

FRMOHEIE—mIC TIREICHR], M M3

FBICAW] LRELAZEZ10mDT7 + 07 X4~
(visual analogue scale) L DB AL BIZEI % DiF 5%
Ex RV,

8. Mg

BRRFPERTRT XTOr — X7 — FEEIL,
ERFETHEZALZLET, NEREIIBVLIBRNBLY
BEEG DRE ZATV, FARAERAICOWTIUTIE
R AR IS X A EBRRSI R DHE %1T 5 726

IHODHEITT HIELERMORENI LN L 4R
BLAELT, HESMENLLEVDLE, a2 bu-
T—HF—a—-FEREHF L/

9. WA

FREOEROBITIET Y bu—F—-Dik#MD b L,
BHBE () 21T o724, REWKRT—YORE, #
B U TWilcoxon DML FIRRE, SEI% y RE, B
xR, Fisher DEEBEFEL LAY, &K
HEITHRIS% & LTz,

I. &% |

1. HHAEFOBEGHE

R R LR THRO2EIIb .5 TIT- 188
KREROBE L, TRIMICH L CTEIEAET T it fleroxacin
A$100.7%, OFLXA%97.9%, % 7-# 7T # Tidfleroxacin
$398.2%, OFLX#%100.2%THh, ZOth)HEARE
HEZ2ED, WTFhLEEIABETALDTHoT,

¥ 7-fleroxacinB £ U'OFLX D placebodg iz, W\ TFh b
FEEZE(EALTBLT, NBELFhFhOEEL
HHIREETHDZ ARSI,

2. WEHEBI%K

BEITONIESNIIEETI236TH - /1248, B
FEBIHS6581, WMEEFHI5BHY, ThodEBR e
roxacin®t D 12260, OFLXH 12161 % H%h o FFHixf
& L7:(Table 1),

BB L OBREDOEB I Table 2127R L7245, BRHIE
B & LTI EBY 713 B &K 10°CFU/mIk i D fE I A
BbYEh o7,

B - EKEER SRR L% Ao 7226,
EMPISETH - 2161, F—BEICEE L TRENT
b 72260 DEESH) % B < fleroxacinB D 15761, OFLX
BOL1615 % FMERE L, T ABRREMICRITT
FE, BERRESRERNRISTbR D, o ER, §
EHA4E U E$NRFEBR L £538] % B < fleroxacinFF
D137%), OFLXBED133FIcD>WTHREF L7,

BIERAREE, BIVER T - dBRREMICRITTEE
DRED OB S N51B8DIE A, BERREEESN
ARU7:4BIEMZ 72558 % BRI L, fleroxacinB¥ D135
B L OFLXB D 1334 % SFMMixd £ & L 7o
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FREICOWTIE, At L BHERLE L bICRAL
Rol2214B0C, BXMEL S IZBRA SN2 EERRAE
RELHPRDONI2B EBIERSZD S -4 %
X 7zfleroxacinBE D 11241 & OFLXE 7 1084 % SF{fixt
gLl

3. HERTF

A OFMATR & Lz fleroxacinBE D 12281, OFLX
B012180IionT, SEOERRT ¥ B Lo %
Table 3IT/R L7228, W DIEBIZE L TH mEERIC
AEEYROL Dol TLRPFHABICHLTY,
Table 4R L7- & ) ICHEMICEEELROT, Wit
EBIZE. coiDBHEDI B B E {, DWTE. faecalishi%\»

Table 1.

BTH—HLTW,

T - RPME T AMICIE, Fig 215k L&
fleroxacin®MIC, OFLXDMICHOWFHIZEI L T b HEE
BIZAEEZEDY, TRODI EMOMBIZITITE
ZEMATHH, MBEORBITEERTSEZEZLN,

4. RPME AT HMIC

FRBSBHICHRL, KERMORB»L5MSN,
MICHBIE S iz 7 T LGB (GPB)155%, 7 F LB
P28 (GNR) 2118k D B 513668k (244§ 5 fleroxacin &
OFLX®DMICIZ, Table 5i27/R8 L7: & 9 IZGPBIZxt L Tid
OFLXA™4 CHTwiz2%, GNRIZH LTI2IZIZFFA%TH

2 f:o

Patients studied

Treatment group

No. of patients evaluated for

Statistical test

fleroxacin ofloxacin
Clinical efficacy 122 121 NS
Overall safety rating 135 133 NS
Clinical adverse reaction 157 161 NS
Laboratory adverse reaction 137 133 NS
Clinical value 112 108 NS
Total no. of patients 160 163

NS: not significant

Table 2. Reasons for exclusion and drop-out

Treatment group

Reason
fleroxacin ofloxacin
no underlying disease 1
<16 years 1
no urine examination before treatment 1
. pyuria less than 5WBCs/HPF 1
Exclusion .. .
bacteriuria negative 15 13
bacteriuria less than 10*CFU/ml 8 13
infection due to fungi 5 5
duplicate administration 2
sub-total 30 35
discontinuance due to side effects 2 1
short duration of medication 1 2
complicated with prostatitis 1
Drop-out no further visit to hostpital 3
no urine examination after treatment 2
delayed urine examination after treatment 1
unknown organisms 2
sub-total 8 7
Total 38 42
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3 7-MICA5100 pg/miLh E DB ER MDA L 0D 55
i, GPBTidfleroxaciniZ#f L T14.8%, OFLXIIxt LT
125.8% &, OFLXIZBWTHEIED 572A%, GNRTId
fleroxacin b= % L C10.9%, OFLXIZx L T9.0% LAE
ERFDLEMN o7 1P, fleroxacind & VOFLXE M
4RIz, GPBTIIE. faecalisiZ, GNRTIZP. aeruginosall
ZLRLNT,

5. ERIRZHZR

1) BERERZR

UTIE S 126 - THE LI-REBKDRI,
Table 6427k L7z & 9 iZfleroxacinB D 1228 T3 E%H53

B1(43.4%), H¥4401(36.1%), EL A rhbbe
rEHE (LTAHXK) 1379.5%, OFLXENI121H]C
1T EWS515(421%), F54361(355%), HEH=E
77.7%ThY), MEMICEEZLRDT, AEOFYE
DEIT1.8% E/NEH 570
ChAUTHEEBRRERE IR LI5S, $18, £
B, S5BIIBVLTIMERNERI Vb ol ooBER%
BT AITICREL D o705, H3B, $48, %6
BBV TRWTNIAEEZLRO o 1, W
BLLUSIBBLIUEHON F— T VEBERICHT
BHBEMENETL—H LT,

Table 3. Background characteristics of patients

Characteristics Fleroxacin Ofloxacin  Statistical test
male 80 74
Sex female 42 47 NS
18—29 3 1
30—39 5 4
40—49 7 6
Age (y) 50—59 1 15 NS
60—69 39 40
70—79 41 38
80—91 16 17
. . pyelonephritis 25 27
Diagnosis cystitis 97 94 NS
group 1 (indwelling catheter) 6 2
monomicrobial group 2 (post-prostatectomy) 3
Type of infection infection group 3 (upper UTI) 13 18
(UTI grouping) group 4 (lower UTI) 45 46 NS
polymicrobial group 5 (indwelling catheter) 7 11
infection group 6 (no indwelling catheter) 48 44
+ ( 5~9 cells/HPF) 6 14
. + (10~29 cells/HPF) 41 30
Grade of pyuria - 32 33 NS
+ 43 44
10*CFU/ml 23 16
- 10°CFU/ml 19 23 NS
Grade of bacteriuria 105CFU/ml 33 40
10’CFU/ml 47 42
calculus 19 20
neurogenic bladder 34 42
. . benign prostatic hypertrophy 33 29
Underlying disease tumor or cancer 16 17 NS
urethral stricture 7 5
others 13 8
+ 72 67
NS
Symptom _ 50 54

NS: not significant
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BABRNRHUEOREL LIEBRYE L HHERYE
L OMfRIITable 71X L7:2%, BRIRZIE, HERDE
OWTFHICE L CHOmEERICEEE 2RO 2D 57,

2) HYEMIHE L - RRER

BYEMOH B THE L-BBKRZIRE, Table 8127
L&) CHBMICAEEZ 2T, mEL SUTIESR
SIS THE LB L N EMBH» 57,

3) ERIHTEHE

BRER % 2 L7 fEB i fleroxacinBf(27281(59.0% ),
OFLXBIC67B(55.4% ) o 7275, TN HDEFICBIT
AL DERIT T H5R %, B, HIR, PHRAEICD
WORRET L 7Bk % Table 9I3/R L 72,

WThOERIIT HZR O MEMICAEEELZOT,

8B L HHRBICH T 2RIIWE L ITH L, R
KT AR EBIENRTH B LTV,

4) MEFHHFR

HEZER%I R X Table 101Z7R L7z & 912, fleroxacin

BroosINn/1968kF1674(85.2%), OFLXEH
GBS NT1968k P 1714R(87.2% ) D%k L7205,
BHARICH L THEMICEEZLROT, MEOMHE
HEEDEIL20% TH o7 TH¥GPBEGNRIZHT
TRELZSEEICE, MBFEOMBEHEENZIIGPBT
3.8%, GNRT0.8% &, GPBIZBWTHEMIIKED 57,

FREEICHBELIGEICL, WThoBEOME
RICHLTOMBHICHEEZLRD T, MEL LIIP
aeruginosa DHKENMMEBERED F N L WKW EHBENIZH -
A

MIC & I HIZH R & DRFR X Table 11427R L7245,
fleroxacin 8 TIIMICAH 50 pg/mILh 127 5 & M H %
FIMET§ 2@ %ERL, MIC 25 4g/mIELF D1578D
THEFEI49% 13 L, 50 pg/mll ED23KRTIZ21.7%
Y, COMICAEEE(p<OO)PBEDOLN, T/
OFLXB TIIMICA25 pg/mIbL Ei2 7% 5 L MIE LRI
BT T AMEMERL, MIC 125 4g/mlLAT D 1528k D74

Table 4. Organisms isolated before treatment

Fleroxacin Ofloxacin
Isolate no. of strains no. of strains Statistical test
(%) (%)
S. aureus 4 (2.0 3 (1.5
S. epidermidis 19 (9.7 10 ( 5.1)
S. haemolyticus 12 ( 6.1) 9 ( 4.6)
GPB? Staphylococcus spp. 15 (7.7 11 ( 5.6)
E. faecalis 25 (12.8) 35 (17.9) NS
Enterococcus spp. 5(2.6) 10 ( 5.1)
others 4 (2.0 7 (3.6
sub-total 84 (42.9) 85 (43.4)
E. coli 44 (22.4) 39 (19.9)
Citrobacter spp. 5(2.6) 7 ( 3.6)
Klebsiella spp. 8 (4.1 11 ( 5.6)
Enterobacter spp. 8 (4.1) 1 (0.5
S. marcescens 5(2.6) 7 ( 3.6)
P. mirabilis 1 (0.5 5 (2.6)
GNRY P. vulgaris 6 (3.1 2 (1.0
P. retigeri 3 (1.5 3 (1.5 NS
P. aeruginosa 15 (7.7 14 (7.1)
Pseudomonas spp. 3 (1.5 3 (1.5
Acinetobacter spp. 6 (3.1 4 (2.0
A. faecalis 1 (0.5 6 (3.1)
others 7 ( 3.6) 9 ( 4.6)
sub-total 112 (57.1) 111 (56.6)
196 (100) 196 (100) NS

a) GPB: Gram-positive bacteria
b) GNR: Gram-negative rods

NS: not significant
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RHI54%IIH L, 25 ug/mll ED34BRTIZ529% &,
R ZOMICAEEZE(p<0.0)PREDH LN TV 5,

5) IxSHHBME

BRI S HORPIHFH BB L7 ME X Table 1212
R L7 & 9 iZfleroxacinBET1E3961(32.0% ) 5> 5 65#%,
OFLXBTi32760(22.3% ) % 393l S h7ohs, &%
B HBAE 2O EROEEICH L THEBIICAER
ExTOL o, HRBEONRICE L T mMEREIC
HEEYPOY, MBE L b ilyeast, P. aeruginosa, Staphy-
lococcus haemolyticus’e EHEH o 72,

¥ 7:, GPBLGNRD HBEA IL, fleroxacin¥ Tid

GPB 50.8%, GNR 36.9%, OFLX# TIiXGPB 41.0%,
GNR 43.6% T D, fleroxacin®¥ TIXGPB, OFLXH T
IIGNROBBREEDIZ ) A ETE» 70

6. et

B - i EMEIERA ORI X Table 13D & 5 i2fle.
roxacinB¥ T3 1576+ 661(3.8%), 61+, OFLXETi}
161651861(5.0%), 104 THH, MBHICEELELD
Dhhol,

BEROMRIITE L b ISR REENEATHY,
BELZVLPZEEDLOHBE 57205, 2D bilero.
xacinBED 4%, OFLXBED 16 THRELHIEShTWE,

100 »
e
%o 80 — T: ?’_';'/
g e
5 T
> 60 o= S
2 s
E v
3 47 i ,
gl fleroxacin (1)
/-~ .
| 7 —— - —ofloxacin (II)
2 / ’ — — — — fleroxacin (Il
0 / - = ===-=-ofloxacin (IV)
—— v - —
MICs of Treatment (eg/mb Statistical test | Not done
group =0.025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 Total
fleroxacin (1) 5 3 21 8 15 24 5 14 21 9 5 2 7 14 180 16
Fleroxacin NS |
ofloxacin (II) 5 2 11 13 15 13 11 16 27 12 4 8 6 19 186 10
fleroxacin (1) 2 28 24 15 30 13 13 19 10 2 4 6 4 10 180 16
Ofloxacin NS
ofloxacin (V) 3 25 16 19 15 11 23 24 10 6 7 13 5 9 18 10
NS: not significant
Fig. 2. Sensitivity distribution of clinical isolates (10 CFU/ml).
Table 5. MICs of fleroxacin and ofloxacin for clinical isolates
(g/ml)
. No. of highly resistant -
. . ; tistical
Organism ?t:m:: Drug Range MIC;, MIC,, ﬁz:?;;?é Mode strains (%) Statesstc
(MIC = 100pg/ml)
fleroxacin 0.20 - >100 6.25 >100 4.8 6.25 23 (14.8)
2 P<0.05
OPB® 155 oxacn  010- >100 156 50 23 313 9(5.8)
GNRY 211 ﬂeroxagn =0.025 - >100 0.20 100 0.5 0.05 23 (10.9) NS
ofloxacin =0.025 - >100 0.20 50 0.5 0.05 19 ( 9.0)
fleroxacin =0.025 - >100 0.78 100 1.4 0.05 46 (12.6)
T . P<0.05
otal 366 foxacin =0.025- >100 078 50 10 0.05 28 ( 7.7)

a) GPB: Gram-positive bacteria
b) GNR: Gram-negative rods
NS: not significant
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Table 6. Overall clinical efficacy of the treatment related to the type of infection
Group Treatment NO.‘ of Excellent Moderate Poor Efficacy Statistical test
group patients rate (%)
. 1 2 3
group 1 feroxacin - 6157 @33y G0y OO
> " NS
(indwelling catheter) ofloxacin 2 2 0
(100)
fleroxacin 3 ! 2 100
group 2 (333)  (66.7) _
(post-prostatectomy) ofloxacin
Monomicrobial . 5 6 2
infection  group 3 fleroxacin 13 (335) w62 s 6
(upper UTI) 9 7 2 NS
ofloxacin 18 5000 389 arn B9
. 27 13 5
group 4 fleroxacin 45600y 89 ary 58° NS
(lower UTI) ofloxacin 6 22 17 7 8.8
(47.8) 37.0) (15.2) :
. 34 23 10
fleroxacin 67 0.7 (34.3) 14.9) 85.1
sub-total NS
ofloxacin 66 31 24 11 83.3
47.0) (36.4) (16.7) :
fleroxacin 7 ! 6 14.3
group 5 (14.3) 85.7) : NS
(indwelling catheter) ofloxacin 1 2 1 8 273
Polymicrobial (18.2) (9.1) (72D :
infection
. 18 21 9
group 6 fleroxacin 48 (7.5 @3.8) 18.8) 81.3 NS
(no indwelling catheter) floxaci 44 18 18 8 81.8
otoxaci @09 409 (82 -
. 19 21 15
fleroxacin 55 35 @82 e@ry 27
sub-total NS
floxacin 55 20 19 16 70.9
© G64) (@45 @)
. 53 44 25
fleroxacin 122 @3.4) @6.1) 0.5 79.5
Total NS
floxacin 121 51 43 27 71.7
° @21 @55 @23
NS: not significant (%)
Table 7. Relation between effects on pyuria and bacteriuria
Pyuria
Y Cleared Decreased Unchanged Eﬂec! on
Bacteriuria treatment group bacteriuria
. fleroxacin 53 9 16 78 (63.9)
Eliminated ofloxacin 51 12 21 84 (69.4)
fleroxacin 3 2 2 7(5.7
Decreased ofloxacin 1 3 4(33)
fleroxacin 9 3 11 23 (18.9)
Replaced ofloxacin 5 10 16 (13.2)
fleroxacin 1 3 10 14 (11.5)
Unchanged ofloxacin 3 14 17 14.0)
Effect on pyuria fleroxacin 66 (54.1) 17 (13.9) 39 (32.0) patient 122
Py ofloxacin 60 (49.6) 13 (10.7) 48 (39.7) total 121
— fleroxacin 53 (43.4)
Excellent ofloxacin 51 (42.1) statistical test
— fleroxacin 44 (36.1) effect on pyuria NS
Moderate ofloxacin 43 (35.5) effect on bacteriuria NS
—/ fleroxacin 25 (20.5)
Poor ofloxacin 27 (22.3)
NS: not significant (%)
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Table 8. Clinical efficacy assessed by doctor in charge
. Effi isti
Treatment Nq. of Excellent Good Fair Poor cacy rate Statistical
group patients (%) test
54 36 14 18
. 73.8
Fleroxacin 122 (44.3) (29.5) 11.5) 14.8)
NS
52 37 15 17
i 73.6
Ofloxacin 121 43.0) 30.6) 12.4) (14.0)
NS: not significant (%)
Table 9. Effect on symptoms
Symptom Treatment NO.' of Resolved (%)  Improved Unchanged  Statistical test
group patients
Fever fleroxacin 12 10 (83.3) 1 1 NS
eve ofloxacin 7 7 (100) 0 0
Urinary frequenc fleroxacin 59 25 (42.4) 12 22 NS
ary frequency ofloxacin 45 22 (48.9) 12 11
. L fleroxacin 35 30 (85.7) 2 3
Pain on micturition ofloxacin 33 29 (87.9) 2 2 NS

NS: not significant

Table 10. Bacteriological response to the treatment

Fleroxacin Ofloxacin
Isolate no. of eradicated per- no. of eradicated per- Statistical test
strains (%) sisted®  strains (%) sisted?

S. aureus 4 3 1 3 3 0 NS
S. epidermidis 19 14 (73.7) 5 10 7 (70.0) 3 NS
S. haemolyticus 12 9 (75.0) 3 9 8 (88.9) 1 NS
GPB®  Staphylococcus spp. 15 14 (93.3) 1 11 11 (100) 0 NS
E. faecalis 25 22 (88.0) 3 35 27 (77.1) 8 NS
Enterococcus spp. 5 5 (100) 0 10 10 (100) 0 -
others 4 2 2 7 7 (100) 0 NS
sub-total 84 69 (82.1) 15 . 85 73 (85.9) 12 NS
E. coli 44 43 (97.7) 1 39 36 (92.3) 3 NS
Citrobacter spp. 5 5 (100) 0 7 7 (100) 0 —
Klebsiella spp. 8 8 (100) 0 11 9 (81.8) 2 NS
Enterobacter spp. 8 7 (87.5) 1 1 1 (1] NS
S. marcescens 5 4 (80.0) 1 7 6 (85.7) 1 NS
P. mirabilis 1 1 0 5 5 (100) 0 -
GNR? P. vulgans 6 6 (100) 0 2 2 0 —
P. retigeri 3 1 2 3 3 0 NS
P. aeruginosa 15 8 (53.3) 7 14 9 (64.3) 5 NS
Pseudomonas spp. 3 3 0 3 3 0 -
Acinetobacter spp. 6 5 (83.3) 1 4 4 0 NS
A. faecalis 1 1 0 6 4 (66.7) 2 NS
others 7 6 (85.7) 1 9 9 (100) 0 NS
sub-total 112 98 (87.5) 14 111 98 (88.3) 13 NS
Total 196 167 (85.2) 29 196 171 (87.2) 25 NS

a) regardless of bacterial count
b) GPB: Gram-positive bacteria
¢) GNR: Gram-negative rods
NS: not significant
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#H#H L ORESEDLNBERIREMEORELH I,
Table 14® X 9 (Zfleroxacinf T3 137H143%1(2.2%)
271, OFLXBETi2133fI$561(3.8%) 28RO 6N
10, FORBUREICE L CHBEHICAEELZO LD
YA

BERREERE LB NOEKIEIXTable 151278 L7270,
fleroxacinBf Tids-GOT, s-GPTORELEHAFHRTH
), —HOFLXETId L L AMBFHNREBORELE)
7)%75») AR

B EREIER & BRREEICRIITEEEHEL
THYEMAFIE L7 BRIER SR, Table 16D & 512
MBBMICAEEYROT, KEF i fleroxacin#f T
93.3%, OFLXEET895% Tdh o7,

7. BR%

BRDE EREMEFBFE L CRLEREMAHE LFA

#i3, Table 17WZR L& ) ICHEBEMICHAEZYEDT,

HHMO R 3 7 i3 fleroxacinB TF1570.8+28.3, OFLX
BCEYT70.3£29.6TH Y, T/608l LoFHER
fleroxacin®T74.1%, OFLXEETT72.2%TH -7,

o % =

1. B - REBIZOWT

A Al O THRED T b 7232365656 % BRIHES,
1560 % B E I & L TEH806I % AxhtE D flid %4 5
v, FOBEME L TIIEEYE F /213 EEK10°CFU
/mIKFEDEF AR S, MEAHLETI960(15.2%)
Thh, FOEHLULIHBHOER TH -7, —HRIC
BRI TIRIRAS I /HPFLLEDIGE, REEEEIEHNH 5
EEZTELEARVA, ROBEMAEERREHEH, A
o572, REFNIALFRFEROKRS L ZT 0L, R
RS > THOHBHDEHENH D, - T, WEICHRE
HHLVEBEBRRIZL EBRIVERI X L% KT H720IC
13, #hE L URERYER LURPHEHE LT 5L
ENHHH, SEIDORERD L) ICHRER % L& LT
BRETIRBYEL TREEYIT) CEHVRETH LD,
BIRODBFEEDO AN SHE L THREE X ERL 27l
%6F, COLOEEMED SV IZEKI0CFU/mIKE
DIEFIDRBH R E L THAANON - EZEZ LN D,

LAL, SDEH %I L3SEORRICE 72T

Table 11-1. Relation between MIC and bacteriological response
o Treatment MIC (ug/m) Inoculum size: 10° CFU/ml Not Total
solate .
8OUP | 20,025 0.05 | 0.10 | 0.20 | 0.39 | 0.78 | 1.56 | 3.13 | 6.25 [ 12.5 | 25 | 50 | 100 |>100|done|(eradication rate, %)
fleroxacin 11 1/1 01 171 3/ 4 (75.0)
S. aureus
ofloxacin 22|11 3/ 3 (100)
. fleroxacin 2/ 2| 8/10 171 o111 01123 14/19 (73.7)
S. epidermidis
ofloxacin 4/ 4 202(1/1(0/1 01101 7/10 (70.0)
fleroxacin 1/1(2/3 33|2/2(1/1 02 9/12 (75.0)
S. haemolyticus
ofloxacin 33|22 171 11 172 8/ 9 (88.9)
GPB? . fleroxacin 202 (77121222 1/1 01 14/15 (93.3)
7 lococcus spp.
ofloxacin 2/ 2|55 11 Vi1 11/11 (100)
fleroxacin 8/ 8 (13/13|1/ 1 0/ 3 22/25 (88.0)
E. faecalis
ofloxacin 17199121142/ 2|1/ 1 141 2]|02 27135 (77.1)
fleroxacin 171 11 11122 5/ 5 (100)
Enterococcus spp.
ofloxacin Vij2/2{UV1|{UV1| /1|33 171 10/10 (100)
fleroxacin 1/1 01|12 2/ 4 (50.0)
others
ofloxacin 171 1/1(2/2|1/1|1/1 171 71 7 (100)
fleroxacin 1/ 1|7 8|15/17| 2/ 2 |12/12)|18/18|4/ 5|3/ 3|0/ 1|0/ 2|1/ 6 |6/ 9 69/84 (82.1)
sub-total
ofloxacin 6/ 6 [13/13( 3/ 3 [12/12(18/20( 6/ 6 |3/ 4 |2/ 2|6/ 9|1/ 2|0/ 3|3/ 5 73/85 (85.9)

No. of strains eradicated / no. of strains isolated
) GPB: Gram-positive bacteria
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Table 11-2. Relation between MIC and bacteriological response

Treatment MIC (ug/mD) Inoculum size: 108 CFU/mI Not Total
Isolate .
group | 20,025 0.05 | 0.10 | 0.20 | 0.39 | 0.78 | 1.56 [3.13 | 6.25 [12.5| 25 | 50 | 100 |>100|done |(eradication rate, %)
fleroxacin | 4/ 4 |22/22( 8/ 8 33|12 171 4/ 4 43/ 4 (97.7)
E. coli
ofloxacin | 1/ 2 |24/24|5/ 5|1/ 1 3/3(0/1 171 0/ 1 1/1 36/ 39 (92.3)
fleroxacin 17133 171 5/ 5(100)
Citrobacter spp. -
ofloxacin 171 V1|1/1|11 171 2/ 2 717 (100
fleroxacin 4/ 43/ 3|11 8/ 8(100)
Kl hesoll, Spp.
ofloxacin 0/1]8 8 171 01 9/ 11 81.8)
fleroxacin 2/2(3/311/1 01 171 7/ 8 (87.5)
Enterobacter spp.
ofloxacin 171 1/ 1100
fleroxacin 171 V1|11 01 11 4/ 5 (80.0)
S. marcescens
ofloxacin 202 2/ 2 Vifo1|11 6/ 78.7
fleroxacin 171 1/ 1(100)
P. mirabilis
ofloxacin 5/'5 5/ 5 (100)
GNR® fleroxacin 4 4|22 6/ 6 (100
P. vulgaris
ofloxacin V1|u1 21 2 (100)
fleroxacin 171 0/ 1 01 1/ 3@333)
P. retigen
ofloxacin 11 171 11 3/ 3(100)
fleroxacin 1/ 2 V1|2/2({1/1]01 0/ 3135 8/ 15 (53.3)
P. aerugi
ofloxacin /1|55 01 172|141 9/ 14 (649
fleroxacin 2/ 2 11 3/ 3(100)
Pseud spp.
ofloxacin U1 2/ 2 3/ 3(100)
fleroxacin V1|2/2|U1 11 01 5/ 6(83.3)
Acinetobacter spp.
ofloxacin V1|11 1/1 /1 4/ 4 (100)
fleroxacin 11 1/ 1100
A. faecalis
ofloxacin 171 vijvi1|u2 01 4/ 6 (66.7)
fleroxacin | 1/ 1 |1/ 12/ 2 171 V1)01 6/ 7857
others
ofloxacin | 1/ 1 171 1122 11 vV1i|v1|u1 9/ 9 (100)
fleroxacin | 5/ 5 |30/30(21/21\7/ 7|7/ 7|6/ 7|2/ 3|2/ 2|2/ 3|4/ 4({1/ 2|0/ 1|1/ 538|177 98/112 (87.5)
sub-total
ofloxacin | 2/ 3 |24/25(16/16|13/13(2/ 2 | 8/ 8 |10/11|4/ 4 |3/ 4|2/ 2|2/ 5|3/ 4|2/ 3|2/ 6|5/ 5 98/111 (88.3)
. 5/'5 |30/30]|21/21| 8/ 8 |14/15|21/24| 4/ 5 [14/14|20/21| 8/ 9|4/ 5|0/ 2 | 1/ 7 | 4/14 [13/16
fleroxacin 167/196 (85.2)
Total (100) |(100) [(100) | (100) |(93.3)((87.5)|(80.0)| (100) |(95.2)|(88.9)((80.0)| ( 0 ) |(14.3)(28.6) k81.3)
(eradication rate, %) o | 213 (2412516116 19019 15/15 | 11711 (2212322124 9710 | 5 6 |4/ 7 {9013 |35 | 2/ 9 [810| oo
(66.7) 1(96.0)| (100) [ (100) | (100) | (100) ((95.7){(91.7)|(90.0){(83.3)|(57.1)|(69.2)|(60.0) | (22.2) £80.0) ’

No. of strains eradicated / no. of strains isolated
b) GNR: Gram-negative rods
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Table 12. Strains® appearing after treatment

No. of strains (%)

Isolate Statistical test
fleroxacin ofloxacin
S. aureus 2 1
S. epidermidis 5 1
S. haemolyticus 6 5
S. simulans 1 1
S. hominis 3
S. xylosus 1
Staphylococcus spp. 1 1
S. agalactiae 1
GPBY S. anginosus 1 NS
S. sanguis 1
Streptococcus sp. 1
E. faecalis 4 2
E. faecium 1
E. avium 1 1
Enterococcus spp. 2
Micrococcus sp. 1
Corynebacterium spp. 4 1
sub-total 33 (50.8) 16 (41.0) — NS
E. coli 1
E. cloacae 1
S. marcescens 2
M. morganii 1
P. aeruginosa 7 6
P. putida 1
X. maltophilia 3
GNR? A. calcoaceticus 1 NS NS
A. lwoffii 1
A. faecalis 2 4
A. denitrificans 2 2
F. indologenes 1
F. odoratum 2 1
NF-GNR? 2 1
sub-total 24 (36.9) 17 (43.6)
Yeast 8 (12.3) 6 (15.4) ]
Total 65 (100) 39 (100)
No. of patients in whom strains appeared/ 39/122 27/121 NS
total no. of patients (%) (32.0) (22.3)

a) regardless of bacterial count
b) GPB: Gram-positive bacteria
¢) GNR: Gram-negative rods

d) NF-GNR: glucose-nonfermenting Gram-negative rods

NS: not significant
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372 <, BEIIBVTLEKOLBEABR CRBEEDHE
HOINBRERINTVD, LD oT, EEDOBKRRAERIC
BWTHHEFRBHDEFAIHREEDOFIZRALT
BT LB, ThPRBEEOERELES b
NDTRZEVWEERLND,

2. RHEHEICHT HMICIZDOWT

AEOBRKBETIEL, ERKGRIORP L) DS
N7 5 3928k 3668k 12D > T fleroxacin & OFLX D
MICHHIE Sh7-2%, FEREKSHIBFEEZ NG5 8
BT WA OMIC] ILE T 5 &, GPBIZH LTt
OFLXOMICAFHLIET ¢, F7:100 ug/mibl LD
MICE/R S BEMMHEHRDOBEE L, OFLXT58% &, fle-
roxacin®D14.8 %I HREEIIV b o720

LA LEICRNA L 12, fleroxacin®E TIIMIC 50
ug/miLE, OFLXBETIIMIC 25 ng/miBA LI 72 5 & 4
HHEHEENETTAI NS, BRI leroxacinid
MIC 50 yg/mibht, OFLXWEMIC 25 ug/mlA LA 1E &
EZONAIDZTOHEY BT H L, SHTBE SN
GPB 155% # fleroxacin it tE#k 12274k (17.4% ), OFLX
TR I 2586(16.1% ) Tdh b, fleroxacinfif tE#kAHE T
L0, TOHEEIZHL THERICEEZIRDH
Nihol, TOHE, WEKELTIRIVTADE
faecalisH11BR TR b £ D> 72

—AGNRIZH L TiE, MEDOMICIZIZIZFEETH -7
A%, GNR 211 %k fleroxacinilif ¥ #k 12 294k (13.7%),

OFLXMWiE#k1£33#(15.6%)Tdh ), OFLXitEikAtg
FEWbOOMBEMICAEEFROT, WtEtke Lti
WINHP. aeruginosaHIERE ED, BIED o1,

INLDT EDS, BHMRBBEEDRREICHT
AfleroxacinDILE N1, GPBIZ#f L TIZOFLX & b {5
2% 5bDD, GNRIZH LTIXOFLXEFETH Y,
PREGICHIBE TH R FAMET 3 B MIC 50 pg/mIbl L DR
BROBEES, 2KTI53%EBETHLI DD, i
HREBEPIEDEFRER L LT, MENOEH,HOER
AR ENL-bDEEZLNL S,

3. BRERZHFEICONT

SEIDRETTHRONTEREBRKSDRIL, fleroxacin®t
T79.5%, OFLXBETI77%DEHETH ), WEEEI
HEEYDOL I o7

BRI L U TRV 7-OFLX D45 et R B R fE 12 3 4
DEEREE, BIR YO —EIERRRY Ti1600melk
561720l DFHENT9.2%, —EERLEBERER Tt
11561480.9% L &L SN THBY, SEOKKEIIZhE
RIIEETH Y, RULBELEZ LD,

BEBRRDR L UTHRERERE B LAHEIS,
FIRE, FAR, BOHOVWTNIIBLWTHLWEMICEE
ErBOLhol. TOENDELIR, H28, $5BE
FEBIRAD V%2, MBEOFERXRITT AT TICRES
ol B, MEEIIIHT—TNVEEERICBY
THEME -2 Ehs, BORTHARAIHT—

Table 13. Clinical adverse reactions

Administ- Day of . . .
Trea;r:ent I?g)e Sex Type of reaction a D:ayra(;fce ration of Treatment disappea- Si:::ttizn‘)f R:::t:;:lm lncg:)n ce Statistical test
group ¥ PP test drug rance g
75 M vomiting 2 continued none 2 + probable
71 M anorexia 1 withdrawn none 5 + probable
Fleroxacin 68 M heartburn 1 continued none 3 + possible  6/157
71 M light-headedness 0 withdrawn none 4 + probable 3.8)
akn f .
24 F uw];:per :(strgmities 1 withdrawn none 3 # probable
79 M nausea 3 withdrawn none 5 + probable
63 F appetite decreased 2 continued  stomachic 28 + probable NS
65 F gt;g:jl}:eﬁs;ggfrnght 2 continued none 20 + possible
55 M stomach discomfort 1 continued none 6 + probable
Ofloxacin 52 F vomiting 1 continued none 20 + probable  8/161
80 F dizziness 0 withdrawn instillation* 0 + probable (5.0
82 M headache & tinnitus 3 continued none 5 + probable
73 F dizziness & nausea 2 continued none 6 + possible
85 M stomach discomfort 1 continued none 3 + probable

* The patient was not able to take food due to dizziness.
NS: not significant
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Table 14. Changes in laboratory test results
Total no. of Aggravated (relation to the drug)
Treatment .
atients i Unchanged |[mproved
ltem group e%aluated definite | probable | possible | sub-total| unlikely det;rgtely sub-total ang prov
fleroxacin 136 1 1 133 2
RBC ofloxacin 132 129 3
Hb fleroxacin 136 2 2 132 2
ofloxacin 132 130 2
H fleroxacin 136 3 3 132 1
t ofloxacin 132 130 2
WBC fleroxacin 136 2 1 3 119 14
ofloxacin 132 2 2 1 1 109 20
fleroxacin 57 57
Baso. ofloxacin 61 60 1
: fleroxacin 57 55 2
Eosino. ofloxacin 61 1 1 1 1 58 1
fleroxacin 57 1 1 52 4
Neutro. ofloxacin 61 1 1 54 6
fleroxacin 57 53 4
Lympho. ofloxacin 61 55 6
fleroxacin 57 2 2 54 1
Mono. | fioxacin 61 1 1 57 3
fleroxacin 132 1 1 128 3
Platelets | Sfoxacin | 127 1 1 1 1 125
’ fleroxacin 133 2 1 3 2 1 3 124 3
s-Got ofloxacin 132 1 1 2 126 4
. fleroxacin 134 2 2 1 1 128 3
S-GPT ofloxacin 132 129 3
fleroxacin 132 1 1 128 3
ALP ofloxacin 131 126 5
. fleroxacin 106 1 1 2 1 3 100 2
rGTP ofloxacin 105 103 2
hilirahi fleroxacin 45 44 1
D-bilirubin ofloxacin 43 1 1 41 1
biliruhi fleroxacin 64 1 1 62 1
R ofloxacin 59 1 1 57 1
BUN fleroxacin 134 4 2 6 123 5
ofloxacin 132 2 8 10 117 5
. s | fleroxacin 134 3 2 5 126 3
S-creatinine | o acin | 132 1 1 1 2 3 127 1
Na fleroxacin 80 80
ofloxacin 84 84
K fleroxacin 79 78 1
ofloxacin 83 82 1
a fleroxacin 80 79 1
ofloxacin 84 2 2 82
fleroxacin 23 1 1 13 9
CRP ofloxacin 26 1 1 17 8

No. of patients with aggravated

laboratory test results (%)

fleroxacin 3/137 ( 2.2%)
ofloxacin 5/133 ( 3.8%)

Statistical test

NS

NS: not significant
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FUVIEGBRENF L TR LVBIBIIZENEER
bihb,
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IR R - TH Y, fleroxacinidMIC 50 pg/milE,
OFLX I MIC 25 pg/mlbk kO HE#RA &5 & 5 5K I3,

fleroxacinTix A1 7 — 7 VA BIEBIH» O DT BERE 23k
118:(478%) L, T —F VIEZBEFH S D578
128R(7.6 % ) I HH~EEIZ(p<0.01)& <, F/OFLXT
L EBIEBID O IZ26%kF128k(46.2%) &, FEZEEH
A5 D160BF 224k (13.8% ) I LAEIC(p<0.01)5
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Table 15. Laboratory adverse reactions

Treatment group Age (y) Sex Items and changes of abnormal values
46 M s-GOT (24 - 49)
s-GPT (17 — 41)
ALP (241 — 398)
Fleroxacin y-GTP (73 — 115)
75 F s-GOT (30 — 52)
75 M s-GOT (38 — 100)
s-GPT (32 — 74)
61 M s-creatinine (1.2 — 1.8)
76 M d-bilirubin (0.3 — 0.6)
t-bilirubin (0.6 — 1.7)
Ofloxaci 64 F WBC (6900 — 3100 — 4200%)
oxacin platelets (15.2 — 1.4 — 13.4*)
77 F WBC (8900 — 11600)
CRP (0.1 — 2.8)
38 M eosinophils (2.8 — 16.2)
* follow up results
Table 16. Overall safety rating
Safety
Treatment No. of Almost . Not Safety rate ..
. Safe slightly Statistical test
group patients safe doubtful safe (%)
. 126 2 6 1
Fleroxacin 135 93.3) (1.5 (4.4) (0.7 93.3
119 7 7 0 NS
Ofloxacin 133 (89.5) (5.3) (5.3) 89.5
NS: not significant (%)
Table 17. Clinical value
Score ...
Statistical
Treatment 100~ 80 79 ~60 59 ~40 39~20 19~0 Total Mean+SD test
group
. 57 26 10 6 13
Fleroxacin (50.9) 23.2) (8.9) ( 5.4) 11.6) 112 70.8+28.3 -
. 54 24 12 5 13
Ofloxacin 0.0 | @22 | aiy | (46 | 2.0 108 170.3£29.6
NS: not significant (%)
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x5 ERRERERETHLEEZ LN,
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BEBAEDGERICB W THRAZEGERETH ), FIC1H
1BOFFETT LI EDRAKRBVEEZ ORI,
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To evaluate objectively the clinical value of fleroxacin, a new pyridonecarboxylic acid derivative, in the treatment of
complicated urinary tract infections, we performed a prospective randomized double-blind comparative study using ofloxacin
as a control drug.

Only patients with pyuria of at least 5 WBC/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 fleroxacin once daily or
200 mg of ofloxacin t.i.d. for 5 days. Using the criteria of the Japanese UTI Committee, clinical efficacy was evaluated in 122
patients in the fleroxacin group and 121 patients in the ofloxacin group. There were no significant differences in patients’

characteristics between the two groups.
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Excellent and moderate responses were obtained in 79.5% of 122 patients receiving fleroxacin and in 77.7% of 121
patients receiving ofloxacin. This difference was not statistically significant. The overall bacteriological eradication rate
obtained in the fleroxacin and ofloxacin groups was 85.2% and 87.2%, with no statistically significant difference.

The incidence of clinical adverse reactions was 3.8% for fleroxacin and 5.0% for ofloxacin, and of laboratory adverse
reactions, 2.2% for fleroxacin and 3.8% for ofloxacin, 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 our results, we concluded that fleroxacin (300 mg once a day) is as useful as ofloxacin (200 mg t.i.d.) in the treatment

of complicated urinary tract infections.



