WRCHE 37 : 663-668, 1991 663

BIREERER KT 5 Fleroxacin @
MEFE « RS OBRE

FRSTREMR BT (R« i )
wWoE o, s AR 2|
RS EREM e RES
R e &, N F O —
ENERMRSE Btk - BB
g2 ON B =
o~y EREURASRHR Y (Bek : KB 1)
kB f&

BACTERIOLOGICAL AND CLINICAL STUDIES ON
FLEROXACIN IN MALE GONOCOCCAL URETHRITIS

Isao Saito and Akira Suzuki
From the Department of Urology, Tokyo Kyosai Hospital

Mitsuhiro Yokozawa and Kazunori Ono
From the Department of Clinical Laboratory, Tokyo Kyosai Hospital

Ryuzo Miyamura
From the Departmant of Urology, Miyamura Clinics

Osamu Hamaya
From the Hamaya Dermato-Urological Clinics

We performed basic and clinical studies on the effects of a new oral antimicrobial agent, flero-
xacin (FLRX), a new quinolone derivative in male gonococcal urethritis. The antibacterial activity
of FLRX against clinical strains of Neisseria gonorrhoeae was roughly comparable to that of
norfloxacin and ofloxacin. FLRX was administered to 58 males with gonococcal urethritis. Two
different schedules of administration were adopted. One was a single-dose of 300 mg given orally
(17 cases) and the other was the oral administration of 200mg once a day for 3 to 10 days (41
cases). Clinical evaluation was made according to the criteria of the Japanese UTI Committee.

The overall efficacy rate was 98% (49/50). For complications of Chlamydia trachomatis (11
cases ), the efficacy rate was 90.9% (10/11).

No subjective or objective adverse reaction occurred.

(Acta Urol. Jpn. 37: 663-668, 1991)
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Table 1. Background of patients with male gonococcal urethritis

Fleroxacin
Background Total
300 mgX1 200mgX1
No. of patients 17 41 58
Age ( ) range 19~54 17~57 17~57
ge years mean+SD.  30.749.9 29.048.5 29.5+8.9
range 3~10 1~10

Incubation period (days)

1

mean+S.D. 6.9+1.3 5.1+2.9
soap-land girl 3 12 15
hostess 5 6 11
i 7 6 13
Source of infection fx?cnds
pick up 1 10 11
wife 1 1
unknown 1 6 7
Previ hist. no 15 37 52
revious history yes 9 4 6

Table 2. Criteria proposed by the Japanese UTI
Committee

1. Effect on Neisseria gonorrhoeae
\ After treatment

Before treatment
+ Eliminated Unchanged

~ +

2. Effect on WBC in smear or VB,

After treatment _
0~ +
Before treatment (O~42/hpf) (25 3 /hpf)

(25 ; /hpf) Cleared Unchanged

3. Overall clinical efficacy

\ WBC in smear and/or VB,
\ Cleared Unchanged

N. gonorrhoeae

Eliminated excellent  moderate
Unchanged poor poor

WBC: white blood cell
VB;: voiding bladder 1

WTHRE LD THRET 5.
R EAHE
1. EEIRARGE

SEE, 1990%E 1 B & b 19904F 8 B e Ssat ez
DWREFI NNk Z2 Uic BB R B 2L5T,
BRCEELTRBOR LI585 TH 5.

BEER  EWIR1T~5THC, 74529, 58, 98T H
ot M CREYMSER O BIRETIV b ok 76 (121
%) T, 266\ (44.8%) 3 soapland girl %5 X 0% hos-
tess 7o K DBELHMNSDEBTH b, DWTEA
b ORRGDINBE (22.4%) LT wb. Fi,

STD (Sexually Transmitted Diseases) BB
661 (10.3%) T35 (Table 1),

MBI R E & o ZWT : PR C IRES WY % BEH
L, BHREAR (smear) ¥ 7o ik FIRMEF o Mk
FAiz5a/hpf BB B b DT, smear DS T 4
Bt T HBAMBR (PMNL) HIT 75 A& IR
(GNDC) #HR T¥%, & 51z GCmedium (selective
Thayer-Martin medium) T3 (CO: £23%, 36°C,
48F5MH}), B 1% paraamino dimethylaniline
hydrochloride %\ #c oxidase RIGHM:, 5
HERBRAT glucose DASRTH - & THERELE. %
T, BIEREXEMC Gonozyme (EIA ) #6iA
LT\ %. Chlamydia trachomatis (75 3 <7) D
FsEix Chlamydiazyme (EIA #) L, 2SP #fhc
&% McCoy fifia%x A\ CHIFRIE R To. %1,
Ureaplasma urealyticum o##3 T-broth % f
Wiz, B-lactamase fEME: ORI T 4 A 78k (Ce-
finese: BBL) 12 X » T~ 7.

857 AH% 1 H 1E 200~300mg (100 mg
B2 ~350) ROBS Ll B5UE 1 ~10ART
B ol

RHE  EREHED @D, UTI EREHYEE
HHE (B 3 BOAHD 1 X B H—HE LT - %

—Ey, WECHT 2R ERYE smear ¥
ARV QR B R AR LT, %20
B IS, ER), HE), EHo 3BEEHELL
(Table 2). g¥s, FREHEIBRKIDREORERY
BTV, M—HER O\ TI B3 A% (1~50
B) 7H# (6 ~10BH) ©fT-%. ¥, BE7
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Table 3.
urethritis

Overall clinical efficacy of fleroxacin in male gonococcal
(300 mg, p.o. single-dose administration)

\WBC in smear and/or VB,

N. gonorrhoeae

\ Cleared  Unchanged

Effect of
N. gonorrhoecae

Eliminated 0 16 16 (100%)
Unchanged 0 0 0( 0%)
Effect on WBC 0(0%) 16 (100%) patient total
Excellent 0
overall efficacy rate
Moderate 16 16/16 (100%)
Poor (including failure) 0
;. No. of (percent Overall
C. trachomatis patients( of total) Excellent Moderate Poor efficacy rate
Positive 5 (31.3%) 5 100%
Negative 11 (68.8%) 11 100%
Total 16 (100 %) 16 100%

WBC: white blood cell

H B ¥ TROBODERZE T & IEFNC OV Tk, HilkE
MREx (PGU) oBRF&®T-7%. PGU DB
WHOWEYRDB b, REFWHOED LD, H5
VLD WINEERS oA smear Hr ¥ X IR ILE S
waAmEEY=5 =/hpf BDHBHEFL PGU &Lk

REWC OV TIAFFRGH, FlocHRLH -
fERE ROV TRE L7,
2. MEFHRS

WHE : AR CES W EBRO Bk, B
Wi T—IERE (—70°C) HRAZELL. MIC (&
IFEEIREE RIS, AACFRRRE RS
ST, FLRX offi, norfloxacin (NFLX),
ofloxacin (OFLX), lomefloxacin (LFLX), cefa-
clor (CCL), spectinomycin (SPCM), minocycli-
ne (MINO) oW THIT- 1.

7% 3 7 : Chlamydiazyme (EIA #) B XUV
Wpgk A4\, FLRX & OFLX » MIC # A&
bRk SR S TR L.

= S

L ERIRAUMES

B EEUISSRERIT, B 1 6 ERSHERE
F) LB 7B (BERIMEOMR T E R ol b
D) ®EBRLSOPICR LAY, icRetkice>
WTILIBE 1 Bk L SRR LTAT o .
1) EHKREHE

BB 50034651 (68% ), H%H1541 (30
%), EH 1 FIT, BARHTL8Y, (49/50) TH 7.
ek, BRAMAIREERIEME T 7 T A% E TRETERE

VB,;: voiding bladder 1

w2, Gonozyme BHED 4 flicou-Tkv-Fhd
ZHTH o1
2) H—IEAPEEHIE

300 mg EEF 5166l o\ T, RABRKDRE
Table 3 0T & I6BI&AFERTH 1. ZD5B5
Blt7 5 2 o7 RBABRGITH ~1c. ¥i, 3SHEH
SEFTREEAIE 146, 7 B BHEBAREESIL 3 Flb D,
VTR L HERBREVCTAEYTH -7 (Table 4). 1
A1E 200 mg EEEHEFX3~1001ci7ch, Table
5 D& < Eh24pl (70.6% ), B9 B (26.5% ), &
216 (2.9%) THBHERT. 1% (33/34) TH-1o.
¥7o, 3 B BHERREEARACSVTR, Ex216)
(65.6%), HEHOFI (28.1%), EXh2#, 7RHBH
ETTREREGIE 6 1T, ERH 3B (50.0%), HE2 41
(33.3%), E416ITH -7 (Table 6).

MAER O 1 FULITRO BT T, ML 773107
ORGESETHD, 1H1E 200mg, 7HEKET
Bt tE3 B BCEBERESWIIHESE LR
WRES W (+), smear tho PMNL & (+),
75 3t GNDC B TH S SEHETIIEHE TS
»7-. 10A BRIGEHRESWLHEERET, 77 4
getn, FEFETT L WERE & 7> RERIT, A
o MIC (13587 0.78 pg/ml, BHEH% 1.56 pg/ml T
Bt
3) PGU o#EH

BEET B LA D R B C X EA B ER S 5
BT, FDO5H30 PGU lfl, tD5H7 7
IUTBEMIT2BITH Y, PGU oBfTE Ricrok
2HIThE 75 I O TIRETH -k ERESH
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Table 4. Overall clinical efficacy of fleroxacin for 16 patients followed up

3 and 7 days (300mg, p.o. single-dose administration)
. Day of observation {efficacy rate)
WBC in smear

Effica N. gonorrhoeae

7 g and/or VB, 3 7 last judgement
Excellent = 0~—
Moderate - + 14 (100%) 3 (100%) 16 (100%)
Poor + +,0~—

Patients no. 14 3 16
WBC: white blood cell VB;: voiding bladder 1

Table 5. Overall clinical efficacy

of fleroxacin in male gonococcal

urethritis  (200mgx 1, p.o. 3~10 days administration)
WBC in smear and/or VB, Effect of
Cleared Unchanged

N. gonorrhoeae \ N. gonorrhoeae
Eliminated 24 9 33 (97.1%)
Unchanged 1 1(2.9%)
Effect on WBC 24 (70.6%) 10 (29.4%) patiens total
Excelient 24 (70.6%)
Moderate 9 overall efficacy rate

Poor (including failure)

33/34 (97.1%)
1

;. No. of [percent Overall

C. trachomatis pau'cnts( of total) Excellent Moderate  Poor efficacy rate
Positive 6 (17.6%) 4 1 1 83.3%
Negative 28 (82.4%) 20 8 100 %
Total 34 (100 %) 24 9 1 97.1%

WBC: white blood cell

VB;: voiding bladder |

Table 6. Overall clinical efficacy of fleroxacin for 34 patients
followed up 3 and 7 days.
(200mgx1, p.o. 3~10 days administration)

. Day of ob: i
Efficacy N. gonorrhoeae “;gdc/lc:' %ﬁa" Lol ohervaton [ 19
! 3 7 last judgement

Excellent - 0~—  21(65.6%) 3(50.0%) 24 (70.6%)
Moderate - + 9(28.1%) 2(33.3%) 9 (26.5%)
Poor + +,0~— 2 1 1

Patients no. 32 6 34

WBC: white blood cell VBi: voiding bladder 1
T, RED 1 BIRBR\ 7227609 4 BI28 PGU Lig 5) EIfER

h, ZO3Hb3GILsT I OTBETH -T2, PGU
RATLIRV236IR, 79 ¢ o 7BMIE 1 ITh » 1o,
4) 79 TRNTHEE

75307 LORABRBRIENC ST B 275 1270
B2V 7 B ORBIE DWTHRET 5 &, i
[ G5-BID 5 Gk 7 B SR D T X L 2 6T
WIERB A L. SRS HI0 6 Bl 7 A LISk
DT EIFEGNE 3 HIT, Mk 2B, BEFE1HTH -7,

B« EOBIERL, %D 1 fla iRy 757604 1
Bl b BT hr ot
2. MABESEAAREY

IRIRZ R MIC o RIEHSE, Hiz44kk TH b,
ZD5HR=2) Vil (PPNG) 13 5#Ch -
fo. SEPIE L $ix 2 = vRER 3 L O SPCM,
MINO £¥E#i, B-lactamase Xt LT RE KA
DI E & B THRRS,
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A#lo MIC i3, =0.003 pg/ml~0.78 pg/ml i
AL, MICso, MICq 2% hFh 0.0125 pg/ml,
0.39 ug/ml TH b, PPNG & non-PPNG #& D
HT MIC DOXEIRED st lioFr /o v &l
D MIC ©o\Tid, Fig. | wR3 =& ¢, CCL
& HEUTAKR], NFLX, OFLX o MIC iz\-h
bREFTHD, FEOEIRDIM -7z, SPCM i
6.25 pg/ml~50 pg/ml 445 L, MICs (% 12.5 pg/
ml, MICg % 25 pg/ml Th-te. MINO o\
Tt £0.003 pg/ml~0.78 pg/ml 1= 5L, MICs
130.39 pg/ml, MICq % 0.78 pg/ml Th - 7.

77370 MIC i 1fkc 2w TRIELE. K
Flo MIC 1 2 gg/ml, OFLX o MIC i 1 pg/
ml TH -7

% ES

Fleroxacin (I & n: & DRI RIFT, BEK
FHCECMAPRESB SR, R b #1085
EFFORRERE LR IR. ChbofERR,
WEEREROEFCH L, WThbBELILLIDTH
5.
WM RERDOEENL, BEFRLEROBER ¥
fthbfHix /e vEl, o7 - 2F0BBC LS
BRIL> T B, Zh b OFANIL T~ THECT L
MIC HEL, BRZBRLBERHA - WE, BEEES
TI00 % ABHTHS. LrL, PGU Ex B L,
EHR S~ DREHIEL Z E D FERTHD. i
75327 LORAEIFIC K TE, =>) VR
WHe w7 = AREHTIE PGU B MRTH D, H
* /v vHITHHEEESOH AL, OFLX, tosuflo-
xacin® DIC 7 5§ o TIAFRRERITL, 18EM
Ao ER L Thlcdhid PCU ~oBAREE
th.

—J, =) vREFR 7 = 2RFEHE 1B
LT D C L, WEIERE IR LA 3 A (i
BATa23Tho, 4% PGU oFEREMNZT 1 v
TUNTR=0 ) vHRR L7 = 2ROEFITHHRD
HHME, HHCIBENTHSD L5 2 ENHE B,
Zieh ETIE, BERSCRY, PGU 235 127
AOFBID IR, Bix 2 » vRIEFIR T + a0
7 ) vREHRMHTS LR B LEFETHA
5.

6% 19914F

LE{EM L7 fleroxacin D EX, NFLX %
OFLX s [ R MIC T ~2EBEDETHY, i3
FERBELEbh S, Ui LOFERERRE- 2 &
X, WM RE RGBT 5 BER SEECIL,
DBELTVBbDThHA. REBRTIZ, BRAOIEL
Bl 300mg DEREEFS L 1 H 1M 200mg OEFER
5L oMT, WEERELCH T EHMETERIR
bhigh otz ¥, 753 oT7REBLE1BITE
BN A - Tehy, T Bk X3 % fleroxacin @
MIC [ZI5E1T 0.78 pg/ml, % C 1.56 pg/ml
E—EEL e->Tw5b., X5 DB 5 o
#* /7 v vFlo> MIC T, NFLX € 0.78 pg/ml
& 3.13 pg/ml &, OFLX T 0.39 zg/ml 75 0.78
pg/ml &z, LFLX G 0.78 pg/ml 55 1.56 pg/ml
12&, FLRX RBERBICTNTEL LT

Fleroxacin D7 3 : 7T H5HEE, 78L
BORENHRIEATRS &, BERSD 26T
HEeT, EREEOIHATIE2HFMNHEEL, 16k
Bl 2T enb, 751 oT7RMTHEARD
PRE BB fodiciz, SEORR TIIEANRD i
o, SHRILIEAYENL, #5BELHEIME
COVCTHRETNETHS EEL bRt

BifER 2Tk, AFloBSc X « fhENR
Wk RIREGNL 1 B fehs » 7o,

A EOFERB D &, fleroxacin (IR E %
XL, BN OREREREEZ BRI

X [

DHFU & =6 & FERX :Hix/ mvan
R BRERATEA Fleroxacin o IEESAYFT
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