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¥rLw¥ 2 o v RHLEAIFleroxacin®
FREE - MEERIRYE 12X B BR R RRR ST

HARE= - REFGL - BHES
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BRBES - B)IELC - BEER
EEFERRALERY WRENEHRE

FrLvx ) o s Z#EF fleroxacini DWW T AT OHMR %257,

1. BILBREANOBAT

200mgPIfR%, 1BEMTIH0.21 pg/ml, 1.5KFH TO.04 pg/miTH 5720

2. HeARBL&

4051 D3R IZ1H200~600mg (E£& LT400mg, 72) #3~288MH (£: LT5~14H) K5L

72

(1) UTI: UTIZEXFlEE T, ERMBEMLSFTSE, WThbEHT, EHEI%TH-

AR

BWHMUTI 2181 OFFIE, L14BI2FZLL LT, HRIFEE6.7% ThH o720
(2) EPRREAAE C BRI IRZ 2B L CIdERIERS0%, BERIEALE (7T 3 I T7HfkEY)

2B LTI AZIF100% 2157,
3. ket
(1) BRREELED
1#1IZBUN, S-cr®D LR % ZH 7,
(2) BHMESEEAR

4084, 6MHFH & OBEIHEE SN ATIIERL1F, 14, FHREAEREEF, 54T
b, ThHDRIERIR, &SP, HFPHLIVERTHRI~2ATHEL, TKHEL.,
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Fleroxacinid, TEXHRE (k) THAICHRESK
7z bW %new quinolone RHLEH (LLTFTNQ) #1oT
H5B, AROBRKOFRIZMFHEFMIRENZ L, B
HLINT TORFV TP LB (t/2) HH108ER &
BFORZFEHRTROBVILIAONA TV, ¥
TORRAPUCIXT2BEM E TICHT3% B SN B Y, €T
BREKE9ICIZ1 B B EIX 5 C, HEENTETH D EHTR
BEIRTwD, HAIXZ) LIERFBRBICRETTS
BET, FHLRE - HEREE I HIEBICHRS L
THIEOFME T o720 ChEHKKREHICOVTY
REF L7z %ed, EBEMREL L CRIMIREICH T 54
BEDEEDNIDE LT, BINKBE (prostatic fluid :
PF) ~OBTRE X HIZE L0

LB, BR:OUICEREHRITICH), 2TONER
BIRELBLT, EHORE 2T

I. REABR NS, FEFE

1. PFNOBITIRE

BB EDBE2HIC2EM OB BVTER
FNEH|200mgik 5 L, 1~ 15ERKICHIR~ v —
TEfToT, REDPFEHRM LA, THEHPLCER
LY RERIEEIT 5 720

2. BRERHOBET

BEARRVTRLAREST, SH40BTHS, F
BAAIX19~81F I TT, ¥—27i360~69iCh oMo
T BH216, k198 CHILIXL 1 09TH b,
65RUEDBE#ME X215 T, 2HEN525% DL

(Table 1),

KEBOMR L 1AKS B iETable 2175 Lz, RERESR
fE (UTI) 3366 (SHEMMEEBS%, acute uncompli-
cated cystitis : AUC, 78, 18145 4t iR Bk iR R 4E,

* 7254 FEHARLI-19-1
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Table 1. Background of patients treated with fleroxacin

chronic complicated UTI : CC-UTI, 29%l) T» %,
e | IIEMERT R 2260 & BRI ALK 26 D ET4B
Thb, 1HKRGE, KEEEH KH5ARIFAUCTIEIL

Sex
;g)e No. (‘j;))case " p H100mgX 275, CC-UTIR iM% Ti3200mgX 245E
male emale Tk > 70 BIBAKD2BIL1AI00mg 1EHES & L
19 1( 2.5 0 1 2o BE5ABRHBREBICLNIELDEHHY, 3~28
20~29 1( 2.5 0 1 e . )
30~39 3( 7.5) 2 1 B EEATLV, LA L, 5~14B2b 58 b%h o7
40~49 7(17.5) 4 3 AHEOFMIIEHEBEEIZEL > TiT o720 TAUTI
50 ~59 3( 7.5 1 2 D9 HLUTIERFHi A% (F30)? Tl T & B 5EHI,
ggfg }gg ggg; ; ; CORRETLHEL, REMEMZ, BB L5DE
0-81 | 2( 50 ) o L, BERIRORMMREON - BREEREIC L VRE L
72
Total 40 (100 ) 21 19
I. &% |
1. PFADEATIREE (Table 3)
Table 2. Daily dose and duration of fleroxacin treatment
. . Daily dose Duration (days)
Diagnosis (mg x time/day) 3o o - 428 Total
100 x 2 2 4 6
AUC 200 x 2 1 1 7
100 x 2 3 3
100 x2—100 x 3—100 x 2 1 1
200 x1 3 3
CC-UTI 200 x 1—200 x 2 1 1 29
100 x 3 1 1
200 x 2 1 13 2 3 19
200x 3 1 1
Chronic
prostatitis 2002 1 1 2 2
Chronic
epididymitis 300x1 1 1 2 2
Total 4 19 11 6 40
AUC: acute uncomplicated cystitis
CC-UTI: chronic complicated UTI
Table 3. Diffusion of fleroxacin into prostatic fluid
— 200 mg, p.o.,1~1.5h —
Case 1 2 Average 1 2 Average
Samples collected (h) 1 1.5
Concentration PF 0.30 0.12 0.21 0.04 0.04 0.04
(ug/ml) serum 0.53 0.40 0.47 0.05 ND 0.05*
PF/serum 0.57 0.30 0.44 0.8 0.8*

PF: prostatic fluid
ND: not detect
" value in case 1
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1B R % DPFIRE 12 F0.21 pg/ml (n=2), 15K
T130.04 4g/mlTH - 725 PF/serum i 1 B¢ T0.44,
LSBETIRIBIDATIEH HDY, 08TH o720

2. UTI

(1) AUC: 78109 LUTIRESBFIISH TV TR
LENTH o770 THEEDHATHEL 26013 EHLH),
HLBITH Y, TRILTTIR, EWH3B, FH4BITH
57 (Table 4)o BEBHMEIIE. coli 4%k, E. faecalis 1%k,
CNS 1 D536 T, WTFhbBRE S/,

(2) CC-UTI: 29BN, UTIHERHETIHMETE
FEBNII2160T, BAIIERLLB, F%36, EXHTHT,
BEHEEIZ66.7% TH o7 (Table 5, 6), FIEEIC
& BEFMTIET296IT, FML1B, A8, RHH
15, ®%8H, AHIFIT, FHOIFI*BREEHETIR
67.9% Tdh o120 FHEABEIIEH % £ Lz RT
ik L7BITH 5,

FREEB A LHZE (Table 7) Tk, HIMBEREL136IC
LT, 69.2%, BEBEZRLESHNIITLT625%T, A
NETELZRDOLRN o7

MEFH%IR (Table 8) Tit, 77 LBHHRE (gran
prositive cocci, GPC) 10#k, 7 7 LABHRHE (gram
negative rods, GNR) 19%kDET298kAS7#E S h, 20%,
69.0% WBRE S hize RERRANE o LB it Al
ligenes/&, Serratia marcescens & Pseudomonas aeruginosa ¢
FREN2BKRBO, 28kFOR, SHKPIKROEFETH-
720 5% HBIEIIGPC 1RO S iz,

MIC & B FHZH R DB (Table 9) %A 5L, MIC
#90.78 pg/mlE TO12OEKI L TRE SR T2,
1.56 pg/mlLh £ Tix148kH58R35.7% DBREICB X T,
Z Z iZbreaking pointA*A& S 7z (F ; P=0.001),

UTHICH L TR G EFI DA FE (Table 10) %,
CC-UTITHA A &, 1H200mg& 400mg& O BT,
R BEASBIR2BIEMT, HEHEA0%, HETIRISHG
11BIE%T, AHE33%TH 72,

ZDFEERENS, 1H200mg& 400mgTiddose response
PHHLELNLBEEE.

3. MEERERRE

(1) 1AV AR% (Table 11) : E»2810R&ETH

Table 4. Clinical summary of uncomplicated UTI cases treated with fleroxacin

Treatment . Bacteriuria (before) Evaluation | Abnormal
Symptom| Pyuria after values
Case | Age . .
Sex | Diagnosis before ) | { before or
no. | &) dose |duration |\ after after count MIC side:
. 6 "~
(mg x /day) | (days) species (CFU/ml) 10° CFU/ml| UTI doctor effects
(ug/mi)
+ + E. coli 10° 0.05
1 |57 |F AUC 100 x 2 4 excellent | excellent -
+ + E. coli 108 ND
2 |4 |F AUC 200x2 7 excellent | good -
“ N E. faeca.lts 106 6.25
3 |19|F | AUC 100x 2 4 E. coli 0.1 excellent | good -
+ + CNS 10° 0.78
4 |31 | F AUC 100x 2 7 excellent | good -
+ +# E. coli 10° 0.1
5 72| F AUC 100 x 2 7 good -
- t —_
+ ¥ E. coli 108 0.1
6 |20 | F AUC 100x 2 7 excellent -
- - CNS <10® ND
+ + E. coli >108 6.25
7 |49 | F AUC 100x 2 8 excellent | excellent -

UTI: criteria of the Japanese UTI Committee
AUC: acute uncomplicated cystitis

CNS: coagulase-negative staphylococci
ND: not done
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CCC: chronic complicated cystitis
CCP: chronic complicated pyelonephritis

BPH: benign prostatic hypertrophy
CNS: coagulase-negative staphylococci

503
Table 5-1. Clinical summary of complicated UTI cases treated with fleroxacin
fi
Diagnosis Treatment . Bacteriuria (be ore) Evaluation Abnormal
T Pyuria after values
Case Age Sex Catheter before or
=0 underlying condition o dose |duration | after species count losgr(l:llml UTI doctor side-
ving (mg x /day) | (days) pe (CFU/ml) effects
(ug/ml)
CcCC + K. pneumoniae 108 ND
8 (61 |M G4 | 200x2 14 excellent [excellent| —
NB - _
cce + K. oxytoca 106 0.10
9|53 |M + G-1 | 200x2 5 excellent | excellent -
NB - _
cce + E. cloacae 108 1.56
10 (62| F G4 | 200x2 6 poor poor -
NB - E. cloacae 108 ND
P. vulgans 0.2
cce ++ A. faecalis 106 2%
1 |48 |M 200x2 28 A. denitrificans 1.56 excellent| —
NB - —
cce " E. /aeca'hs 106 >100
12 |67|F G-6 | 200x2 15 E. coli 0.10  |excellent |excellent| —
NB - _
ccp " P. aeruginosa 107 0.78
138 |M + G5 | 200x3 14 S. aureus 0.39 excellent |excellent| —
ureterocutaneostomy - —
cce + P. aeruginosa 108 6.25
4|81 | M 200x2 7 good -
BPH - P. aeruginosa | <103 ND
cce + E. fascicn >10° | ND
15 167 F 100x3 7 S. marcescens poor —
NB + S. marcescens >108 ND
cce + S. epidermidis 164 0.78
16|65|F G-6 | 100x2 5 CNS 039 |excellent |excellent| —
urethral stricture - -
cce e CNS 10* 1.56
17 (75 (M G4 | 200x2 5 moderate| good —
BPH ¥ _
cce ++ E. faecium 108 12.5
18 (73| M - G4 | 200x2 5 derate| good -
prostatic cancer + —
CccC +# S. marcescens 107 50
19167 | M + G-1 | 200x2 5 poor poor —
cystostomy + S. marcescens 107 50
CcCC + Staphylococcus sp. 10* ND
20 (65| F - G4 | 200x2 5 excellent | excellent -
urethral stricture - -
; 6
cce “ E. faecium 103 6.25
2 |65 F - | G6 | 200x2 5 E. cloacae 10 0.10 poor | poor -
contracted bladder H E. faecium 107 12.5
UTI: criteria of the Japanese UTI Committee ~ NB: neurogenic bladder ND: not done
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Table 5-2. Clinical summary of complicated UTI cases treated with fleroxacin
. fore .
Diagnosis Treatment . Bacteriuria Evaluation Abrormal
Pyuria after values
Case |Age UTI
Sex Catheter before or
no. | ©) B ose  |duration after count Mic side-
i ti i 10°CF! UTI . :
underlying condition (mgxIday) | (days) species (CFU/m) CFU/ml doctor effecs
(pg/ml)
E. coli 7 0.1 BUN
ccc H . 10
K. 0.2 -
2|19 F - |c6| 200x2 | 5 pmevmonize excellent | excellent (lecfs)
bladder diverticulum - - 0.8-12)
cce + E. coli 107 0.05
23 |64 | F - - G4 | 200x2 5 excellent |excellent| —
urethral stricture -
cce + E. cloacae 107 0.39
24 |72 | M - G4 | 200x2 5 excellent |excellent| —
BPH -
CCP + P. aeruginosa 107 >100
- G-3 | 200x2 5 - -
5 |TIM ureterocutaneostomy X + P. aeruginosa 107 >100 poor poor
% lelF cce oa | 100x2 s + E. aerogenes 107 25
- X -
bladder tumor H E. aerogenes 107 25 poor | poor
P. aeruginosa " 100
ccc + 10°
27 |7 (M G-6 | 200x2 5 M. luteus 100 moderate| good | —
BPH - P. aeruginosa <10® 50
28 |79 | M cee G-4 | 200x2 5 > £ o 0 ND 1l od
BPH ol e . GPC <A | np || el | -
S. marcescens 7 50
29 |67 | M - 200 x2 3 - P, aeruginosa . % unkn it
eystostom * X ND S. marcescens 10° 50 own | vomiting
y y P. aeruginosa 10* 50
S. aureus 3 3.13
cce * P. aeruginosa 10 50
30 (71| M - 200x1 5 poor -
S. aureus 3 6.25
BPH + i 10
P. aeruginosa 50
cce L E. coli 10 0.78
31 |70 | F - - G4 | 200x1 5 excellent |excellent| —
urethral stricture -
S. marcescens 10° 100
ccC #
32 39| M G6| 200x1 | 5 GPR 10° | 50 poor | far | -
NB + S. marcescens 10° >100
A. faecalis 7 6.25
» le7 | M ccp 6 2001"1 f + A. denitnificans 10 25
y - r r -
ileal conduit 200x 2 6 + A. faecalis 107 125 e P
A. denitnificans 25
cce + —
4 |45 | M 200x2 9 good -
ureteral stone + -
100x2 |1 C. freundii s | o1
ccc ! | + X omie >10f 0.2
%5 |50 | F - 100x3 | 2 - pmeum : good | headache
) i
contracted bladder 100x2 1 +#  |Corynebacterium sp.| <10° ND
C. freundii .
ccc K. pneumoniae 10 ND
36 |45 | F - 100x2 | 5 ,g"i,{,am good | -
NB GNF-GNR <10° ND
UTI: criteria of the Japanese UTI Committee ~ NB: neurogenic bladder ND: not done

CCC: chronic complicated cystitis
CCP: chronic complicated pyelonephritis

GPC: Gram-positive cocci

GNF-GNR: glucose non-fermenting-Gram-negative rods
BPH: benign prostatic hypertrophy

GPR: Gram-positive rods
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BASHISIIRE H# (EPS : expressed prostatic secretion) (1) BEKBREMENZE) (Table 14)  KFIZ LB LR

#5GPC (KFE) 10*/ml & Acinetobacter calcoaceticus
10¥/mEBRIE L7z, MIBENICHEIERNK (L8b
na) ¥RL, BEIRETE, LiL, EPSHFOH
MEROBAIZWTHROBITL AN o7z, TOFER
i), EXIBIEHE L, 2B, TO28ITIRITT
B LAWER () AL h7,

(2) BHERIEAL (Table 12) : HEH»2HITH 525,
Chlamydia trachomatisHik (IgM, 1gG) HBEHTH -7z
AEAK (BAEAH) (2xt L, &F1H300mglE %
10~14H#%5 Lz, WIn b ERITERE 72 I3HKL,

bRHBEBRREEDLEENITIRLZMIC, 28 (BR5R)
#5 L7:& ZTABUN 21(mg/dl)—26, S-cr 0.8(mg/dl)
—1.2IZ ER L7-BIDA & n iz GEBMEAREE),
BEMEER (Table 15) 1348, 6fF (FEHEE406)
Hafl, 10%) PEFUL ZTEEIXDHHODEHES
Nz, ABFREILSRERK (BH) 18], RREBEERKS
Bl (L, KEER/ VWHWSLEK]l, KEERE/ 5560
ERR1) Thotee D) LEMZAHITIE, RBHRE
BEHIk5 %P L, 20%EBELE T2H%ICERIG
HEL, EFICELL, BAHOLAIE, BHEFKIABIC

AL HE L K5 EPIEL, BEICEE L, ZOMBOERNIL, R
Pk, FHREIC L 2REEKHRHE % Table 13127R PEETH 72720, ARL#REL CiEEErTT L
L7 1B #R5 I, 1P TH2ABICHELL, TICHEL
4. weH o
Table 6. Overall clinical efficacy of fleroxacin in complicated UTI
. Pyuria Cleared Decreased Unchanged Effect. on
Bacteriuria bacteriuria
Eliminated [ 11 | 2 13 (61.9%)
Decreased 1 1(4.8%)
Replaced
Unchanged 1 1 5 7 (33.3%)
Effect on patient total
pyuria 13 (61.9%) 3 (14.3%) 5 (23.8%) 21
] Excellent 11 (52.4%)
|: Moderate 3 (14.3%) overall efficacy rate
- - 14/21 (66.7%)
7 Poor (e ) g
failure
Table 7. Overall clinical efficacy of fleroxacin classified by the type of infection
. Overall
Group No. of patients Excellent | Moderate | Poor efficacy
(percent of total)
rate
group 1 (indwelling catheter) 2( 9.5%) 1 1 50.0%
L group 2 (post-prostatectomy) 0( 0 %)
Mo.noxmc'robla] group 3 (upper UTI) 1( 4.8%) 1 0 %
infection group 4 (lower UTI) 10 ( 47.6%) 6 2 2 80.0%
sub-total 13 ( 61.9%) 7 2 4 69.2%
. ) group 5 (indwelling catheter) 1( 4.8%) 1 100 %
P OFY"“C"Ob‘al group 6 (no indwelling catheter) 7 ( 33.3%) 3 1 3 57.1%
infection
sub-total 8 ( 38.1%) 4 1 3 62.5%
Total 21 (100 %) 11 3 7 66.7%
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V. # ®

PFANDBITIREL, ThENEL - 72281 DFgH
200mgPIAR 7% 185 T0.21 pg/ml, 1.5F¢fT0.04 xg/ml
Thoto 1B & 158 & ORE CHEBRICEDL AL
N7-0Oik, MPEEIREINS LI, BISELDE
HHrbNEEZLNDL, 21, L5BHTLHAE
o TR ICMAPBREFED - TWRWEILGH DI L
& B, COBBEDS1EBOADRE % HRH & B
34 5 &, (3iTnorfloxacin® Rciprofloxacin® & Ff2E & &
2bhb, &8, TOEAIuARVDT, 28/, 3
BREETI COREYHIE LT, XOTHETHLED
H?9,

BEREAIEIZ OV TA S LUTID ) HLAUCIIDWT
X, MELZ CAWEOBVERTH S, BEDIERTI
EBHFLMBEE»S AT, 18100mgF 7213200mg
#1[E, 7HMEES T 500 @Y THS, CC-UTITIH,
1RG5 EL200mg L T2 L EIEA L HDT, 300~
400mgHLETH 5B, 400mgDHE, 200mg% 2[lH% 5
T5LHENBWEROEBR S ZWEMAA LN, 300mg
¥1EETAOPBYELEBDONS, 1H1EDHE, EH
B5OrHIE, BICRFORBNDHL 0D, KHEHEE

HEopREEIR, MPREOY -7 0EBICES LRE
LHVOT WAL BbND, 4> THRICund 2
RLTHEENFT L2 bAahzv,

HMEFMZHR TIL, Alkaligenes, Serratia, Psuedomo-
nas& Vo REBICIIMENS Do THULEENQISH L
TRHEEFEMLTEA-I L3 —RATHHY%, £k
BOEETHAHHICE, BOXDOHRE L TRTELL
Z2H5~NETHAH, GNRIZH L TDbreaking pointico
W, AHIH0.78~1.56 g/mitEIHBHbDEE LS
n7z, THIZKIEFAE S N7z lomefloxacin® 25, ik h
GNRIZx+ L T0.78~1.56 ug/mlI"iZH B b D LB S h
AHDT, FFFRHEEEZTIV,

BISLRR R L T B ICE » 2B DI 5B &S
506, HIHICOVTIREICEN LR LTSELLE
Vo L LPFNDOBITRELELIRRATHS
Escherichia coiOMICZ ML &€ 5 &, +5 L2 BH%tEH
HfFT& 5%, Lo LMICEDOEVGPCIZIE, $IRIES
bDEEZLND,

BIZARLEDI2HITH DA, 75 3T 7HENEE
20T, ThOBSORVHEREOBMEEL BEbhl,
IO DEHIEVTRIFEEHE S,

Table 8. Bacteriological response to fleroxacin in complicated UTI

Isolate NO'AOf Eradicated Persisted*
strains (%)
S. aureus 1 1 (100)
S. epidermidis 1 1 (100)
Staphylococcus sp. 1 1 (100)
CNS 2 2 (100)
Gram-positive bacteria E. faecqhs 1 1 (100)
E. faecium 2 1 ( 50) 1
M. luteus 1 1 (100)
GPR 1 1 (100)
sub-total 10 9 ( 90) 1
E. coli 5 5 (100)
K. pneumoniae 2 2 (100)
K. oxytoca 1 1 (100)
E. cloacae 3 2 ( 66.7) 1
E. aerogenes 1 0( 0 1
Gram-negative bacteria S. marcescens 2 0( 0 2
P. aeruginosa 3 1( 33.3) 2
A. faecalis 1 0( 0 1
A. denitrificans 1 0( 0 1
sub-total 19 11 ( 57.9) 8
Total 29 20 ( 69.0) 9

* Persisted: regardless of bacterial count
CNS: coagulase-negative staphylococci

GPR: Gram-positive rods (not identified)
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Table 9. Relation between MIC and bacteriological response to fleroxacin treatment in complicated UTI
MIC (ug/ml) Inoculum size: 105CFU/ml Total
fsolate =0.05( 0.1 | 0.2 [0.39 [0.78 | 1.56 | 3.13 | 6.25 | 12.5| 25 | 50 |=100{ ND (%)
S. aureus 11 1/1 (100)
S. epidermidis 11 11 (100)
€ [ Staphylococcus sp. 11 [ 11 oo
E CNS 11 11 2/2  (100)
2 |E. faecaiis 11 11 (100)
§. E. faecium 0/1 | 111 172 ( 50.0)
E; M. luteus 11 1/1 (100)
GPR 1/1 1/1 (100)
sub-total 22 111 |11 0/1 | 111 1/1 | 2/2 | 1/1 | 9/10 ( 90.0)
E. coli 1/1 | 2/2 11 1/1 | 5/5 (100)
K. pneumoniae n 1/1 | 2/2 (100)
8 K. oxytoca 1/1 1/1 (100)
§ |E. cloacae n 11 011 2/3 ( 66.7)
'a:) E. aerogenes 0/1 01 ( 0
§ [, marcescens o1 | on 02 ( 0
5 P. aeruginosa 11 0/2 13 (333)
& |A. faecalis 011 01 ( 0)
A. denitrificans 0/1 01 ( 0)
sub-total 11 4/4 | 1/1 | 1/1 | 2/2 | 0/1 0/1 0/2 | 0/1 | 0/3 | 2/2 [11/19 ( 57.9)
Total 1/1 4/4 | 1/1 | 3/3 | 3/3 | 1/2 0/2 |11 ]0/2|1/2]2/5]3/3 20/29
(eradication ratio %) | (100) |(100) |(100)|(100) |(100) |(50.0) (0) [(100)| (0) |(50.0)((40.0)|(100) (69.0)
No. of strains eradicated/no. of strains isolated ~ND: not done  CNS: coagulase-negative staphylococci

GPR: Gram-positive rods (not identified)

Table 10. Clinical efficacy by daily dose of fleroxacin

. . Daily dose No. of Efficacy rate
Diagnosis (mg x time/day) patients Excellent Moderate Poor (excellent)

100 x 2 4 4 ' 100 % (100 %)
AUC 200 x 2 1 1 100 % (100 %)
total 5 5 100 % (100 %)
100 x 2 2 1 1 50.0% ( 50.0%)
200x 1 3 1 2 33.3% ( 33.3%)
CC-UTI 200 x 2 15 8 3 4 73.3% ( 53.3%)
200x 3 1 1 100 % (100 %)
total 21 11 3 7 66.7% ( 52.4%)

AUC: acute complicated cystitis
CC-UTI: chronic complicated UTI
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Table 11. Clinical efficacy of fleroxacin on prostatitis
Treatment Response* on EPS Abnormal
- . values
Case /:g;e i’rf‘fypii of|  gaily duration bacteriology 1 Symptom”* Eva(.lll;i)tlon or
no. ection .
y dose (days) specics count | MIC** | leucocytes side-
(mg x /day) (CFU/ml) | (ug/ml) effects
GPC 10 | ND + + diStl“fbed
37 | 41 | chronic | 200x2 7 poor sieep
S. agalactiae 10° 6.25 + + irritation
A. calcoaceticus | 10° 1.56 ++ + dis:urbed
. sleep
38 | 46 | chronic [ 200x2 15 " B good light-headed
- feeling
* before treatment ~ EPS: culture made by seed swab method
after treatment ~ ND: not done
** 106 cells/ml GPC: Gram-positive cocci
Table 12. Clinical summary of epididymitis cases treated with fleroxacin
Treatment Symptoms on testis Abnormal
Obser- - values
Case | Age . Clinical
Type i . vation | Fever or Remarks
no. | (y) daily dose | duration . . efficacy .
day swelling | pain | tenderness side-
(mg x /day) | (days) effects
C. trachomatis
0 — +H + + tibod
39 |34 |chronic | 300x1 | 14 | 7 | — | + |+ + wod | — e OO
14 - + - - -
bacteriuria (-)
C. trachomatis
. 0 — + + + antibody
40 | 65 | chronic | 300 x1 10 10 _ _ _ _ good — 1¢G (=), IgM (-)
bacteriuria (=)
Table 13. Overall clinical efficacy of fleroxacin by doctor’s evaluation
No. of Clinical efficacy Efficacy
Diagnosis : rate
cases excellent good fair poor unknown (%)
2 cystitis 7 3 4 100
AU-UTI pyelonephritis
cystitis 26 10 8 1 6 72.0
ce-uTt pyelonephritis 3 1 2 333
Prostatitis chronic 2 1 1 50.0
Epididymitis chronic 2 2 100
Total 40 14 15 1 9 74.4

AU-UTI: acute uncomplicated UTI
CC-UTI: chronic complicated UTI
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Table 14. Laboratory abnormal values
Age Period of .
Case ) Total dose administration Item Relation Follow-up
no. to the drug
Sex (days)
92 79 20 5 BUN (mg/dl) : 21 — 26 possible not done
F i S-Cr (mg/dl) : 0.8 —» 1.2 possible not done
Rate of occurrence (no. of cases/no. examined) 1/40 (2.5%)

Table 15. Side effects

Type of side effect Severity of symptom Relation to the drug Day of appearance (days)
Vomiting # probable 2
Headache + probable 2
Disturbed sleep'* [ + ' l probable } 3
Irritating feeling'* + probable
Disturbed sleep®* ‘ + ] ‘ probable } 3~4
Light-headed feeling?* + probable 9
Total no. of side-effects 6
Total no. of cases with side-effects (%) 4/40 (10.0)

1*, 2* same case

+# drug administration must be discontinued and treatment for adverse reactions needed.
+ drug administration can be continued, although treatment for adverse reactions needed.
+ drug administration can be continued and no treatment for adverse reactions needed.
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EL:2dHhah, TOBRIRELYALD 7, KA
TEHARE L2 Lk, FHIHMH L OBELEDOER
KEBb0», 5 &, HiE (200mg%1H2[E) 128
PYEERVIZSDDRENITIRRV, KEAEEEZFEEL
REMER OB TH Rt ) 5 &, KEFERIRLTS
o7 T LEBIRLTHE, FElIZu2BRNI EH
b, A2\ 8RS LTH1H400mgll L2 RS
T5 ERWERORBAIMNT AT REMD S 5 DH b HIN
v, AL REN¥E X D L HEMMEUTITIZ300mg
(BEICE hdH 2 T400mg) 1EHHY 25 E, K5
BEBbha, 29 LIEELEHTH L, fleroxacin
RIAIE#HS CTHREORRF L AMBICENZ L,
once a day treatment L CDBIEH TH b, 6o TA
Bl o TRAREBAS R TETH, I TITAT Y
ADBUERATH Y, CAHFEROBRKDAY » P TH
AtEZLNB,
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FLEROXACIN, A NEW QUINOLONE DERIVATIVE, AGAINST GENITO-URINARY
TRACT INFECTION

Keizo Suzuki, Yosuiiiro Nacata and Masaki Horisa
Department of Urology, Hiratsuka Municipal Hospital,
1-19-1 Minamihara Hiratsuka-shi, Kanagawa 254, Japan

Yorio Naipe, Masanosu Izumipani, Y asukiko Tsukiasti, Katsuo TAakANAsHI,
Kivouito Isuikawa and Masayuki SHinopa
Department of Urology, Fugita-Gakuen Health University, School of Medicine

We performed a clinical study on fleroxacin, a newly developed quinolone derivative, with the following results.

1. Diffusion into prostatic fluid (PF)

The concentration of fleroxacin in PFs, which were collected 1.0—1.5 h after a 200 mg administration, ranged from
0.04-0.21 pxg/ml (4 specimens from 2 patients).

2. Clinical results ‘

Fleroxacin was used in treating 40 patients at doses of 200—600 mg a day (400 mg, in 2 divided doses, as a rule) for 3—28
days (in many cases 5—14 days).

1) Urinary tract infection

(a) Acute uncomplicated cystitis: all five patients, assessed by the Japanese UTI Committee’s criteria, were completely
cured after 3 day's administration.

(b) Chronic complicated diseases: of 21 cases, efficacy in 14 (66.7%) was evaluated as excellent or moderate according to
the Japanese UTI Committee's criteria.

(c) Genital infection: efficacy in two cases of chronic prostatitis was good and poor. Of two cases of chronic epididymitis
(non-chlamydial), the response was good in both after 10—14 day's treatment.

3. Side effects

1) Clinical abnormal values: a transient, mild elevation of BUN and s-Cr was observed in one case.

2) Subjective side effects: there were four cases (six incidences) of side effects probably due to the drug administration:
vomiting, headache, disturbed sleep/irritating feeling, and disturbed sleep/light-headed feeling, in one case each.

Except in the case of vomiting, administration was continued. After therapy was completed these side effects spontaneously
disappeared within 1-2 days.

We consider that fleroxacin’s long half life (about 10 h) makes it useful in treating UTI and genito-urinary tract infections

with once daily administration.



