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HLWERO=Z 2 —F /) 0 v R B Ebalofloxacin D R BB GLE
XT3 B BB - BERBIMRET

SRR - EHES - A)IEC - o 2
TR AL RS

SRS - ERISE - WEER - EhRE
R ER G A A BRI R 2R

BERIZ
B AR Rt R B

LSRR SN = o —% ) 0 REOHEE, balofloxacin (BLFX) D HEREANIE S, Al
MBRERAT B L OREEGEE (UTD x4 A2 B RBIC O W TRE 21T 2 72,

1) REBERGAESD D58 L7 2B 1308454 5 AKIOMIC K BI5E L 720 #FHBIC idnorflo-
xacin (NFLX), ofloxacin (OFLX), ciprofloxacin (CPFX), sparfloxacin (SPFX), astromicin (ASTM)
Z B\ 72, Pseudomonas aeruginosall 3 A PLHIE M IXMHA & X TE§H o 2o LD L Entero-
coccus faecalisiZxF L Cid, SPFXERHRICRDEN TV,

2) BLFX 200mgH [E#%5 7%, 18§/ H ORIMIREFBE30.350g/ml(n=7) T, 2~ 3EEfAN
Ti, F10.38ug/ml(0=3) T h, HMEHIXENZN035, 035TH o7,

3) UTHEFI38HIIxtd 5 bRl X, BMEMMEUTI 14511292.8%, #HHEMUTI 2341
1269.6%, BIMERKZIBICIO%DEMNETH o7z, F72, UTIERTFMEEIZSEL-A%
HAAEUTL 1261, BMEMUTI 21602 T 2 FHFIEENEN100%, 71.4% T, MEFEEE
RTIXEHEERPENEFN, 929%, 73.9%THho12,

BLEREIERIZ, A, SRR FHARELSIF, EER THASZIFTFOICEDL
N2, HEPIEDH L VIR TICTERHEEX Lz, BRREEOREIZ1IFAOED LN Ho
A
Key words : balofloxacin, =2 —% / 0, FREREKYLE

Balofloxacin (B% 7 — FQ-35, LL FBLFX) i&, H4}54
EMRRSHETHEZCHABEIN =22 —-F /0 Z(NQ)
DEOMEETH S, FEOHEEHETOHFRL LTI
BEfE, HAVIIBIRABH L HELT, 77 LBBER
(gram-negative rods, GNR) (213 L THG\A5, 75 AR
M EKH (gram-positive cocci, GPC) IZi3fE A L &S XN T
Wa?, ZEMOETIX, ThITNQOEIERAN1IDL
LTHBBBECEVRE SN TS, AHIZ8ALIC
methoxyZEZEA L2 EI2E), Tk 2EVEAA
BWIENFEINTBY, ZEWIPE T - - HeH)s
IREENTWABY,

bbb iix, BLFX®D Enterococcus faecalis &, Pseudo-
monas aeruginosalZ 3T HIMEIFEE X PE L 720 B
RETix k& b BT IR (human prostatic fluid, PF) ~D#
TRETRE L, BRAICIZEMM, WHESRS R
FE(UTD ICAR 2% 5 LT, A3, AREICOVWTHKR

FLAZDOTUTICHET 5,
I. ¥R &HFH &

1) RABREARENH

19914, 19924 I FEHRMITWIR R THlES
72 E. faecalis 80%%, P. aeruginosa 50¥kIZx+3 AMIC% H
FMCFREFRERE DX, EREREICL DR
E L7z %3, 1885 #Id Mueller Hinton agar (Difco)
PH73T&H %5, *tBEE & L Tix, norfloxacin (NFLX),
ofloxacin (OFLX), ciprofloxacin (CPFX), sparfloxacin
(SPFX) & astromicin (ASTM) D5HKITH 5, HEEHE I
10%ells/cfuTdHh 5,

2) PFAOBITHRE

BURIZIRROESHICH Y, KERSMCAELL
10 DY KBEIZ, BLFX200mg%k WERIR S (R%#H2~
WM L7zo MAREL~3BEMIC, BRI~y H—T%
T\, PRZRELL 7o, RIBGIC L b $RIDIC & D ERELL,

*T254 FHEHHEL-19-1
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K| DEEE % PF & 3L IZHIE L7z, PFOBRIKIZ 1B %7
wik, 2BFRITRIC2HRME, MMRICIBETH S, BE
nEIEF, HPLCEIZTIT- 72,

3) ERREVERES

MBITEBRSMOREAF HNZUTLE SHERTIZAR %%
BETHA,

BEEEL L TUIMRITIIB M3, L4296 T,

HHIIHLF2TH o 72, FERHERIL20%~T768 F TT,
EBWEHIIHM LTV, 2B, 66U LTS
1081, &M 23.8% % 572 (Table 1), RIRHIE
BAENE 4B T, 3BNIHELIEB S22 % 0o 72, it
DI BIEER TH o 72, TR & L72UTI 3741
DOMAERIE, 2 E MM UTI (acute uncomplicated UTI,
AU-UTI) 2S14B1T, ZTD ) LEMAI136), BHEBEL
HIBITH o 72 BB MMEUTI (chronic complicated
UTI, CC-UTD) 1323%) T# DNEIXBEM K156, BEE
KOBITH o7, BB, TOMIZIFDOEHRILIRE
brgL L7z,

AE OG5 H ik, 100mge#H] & £#%#30512, 18
IZ1AI1~2%48%1~2[E, BlH, 100~400mg% 3~14H
MG L7z, RS EAMIZEMMETIZEIZIHE, RiEHE
TII5~14AMTH 5,

Table 1. Background of patients treated with balofloxacin
Sex
Age Total
Male Female
20~29 2 7 9
30~39 1 6 7
40~49 2 5 7
50~ 59 1 2 3
60 ~ 69 4 5 9
70~76 3 4 7
Total 13 29 42*

* 4 cases excluded from clinical evaluation

BIEORHEE, EGEHE & UTIED I ZEE (2
E0ATo7, ZeMiZ, BMENBEIERORE, BRR
HEDOEE 2 A0aT L7 L Cafii L 72, FRMEOFMIL,
B REMEEBE L - ECERENIT- 72,

B, REN L 2BRABRIIGCP (EEEEBRRE
HIEFE-745 |, 19894F) %85 L THEAT L 72,

I. B ]

1) HBREANMEN

A B L UM BEOHE IR 5#FR % Table 2
R L720 E. faecalis\Zxf§ AIUEEMEIE, HBEIOI B
SPFX: EHICHKROENT V2, MICO ¥ — 2 {H(30.78
pg/mlT, HER8OARH67HR, 83.8%5°0.2~0.78ug/mlil
AL T\ 7z, MICs0130.78 g/ ml, MICoo (3 12.54g/ ml
Thot, B, MOMEBH L OHETIE, NFLX,
OFLX & Y #2%, CPFX X W H1EE -7, T 72,
NFLX, OFLX T3 100xg/mlLL_E DM H#RA £ £ 19tk
(11.3%), 10¥k(12.5%) 5@ 7275, BLFX TId50=<pg/
mIDWHERRIT LR S BRD LD o 72,

P. aeruginosa {23t ¥ A E ML, HBRAOH L
NFLX, OFLX X D (ZIZ1ERESL D, 1.56~3.13ug/mlD
BRI H HARIT128R (15.0%) Th o720 AW AT
L TIXCPFXDIEEND S - £ bER, KV TSPFXD
JET&H H, BLFXIZHWEEL7-NQD ) B b §FH - 72,

2) PFNODORBITIRE

PF~DOATIEEIL, 185/ T0.01~0.94xg/ml ((F5
0.354g/ml, n=7), 2~ 38 T0.03~ 0.69ug/ml (F1y
0.38xg/ml, n=3) T& - 72 (Fig. 1), MiEEEDTFIHIZ+#
NZEN0.79ug/ml, 0.87,g/mlIT, PFEMFEREDLIZF
n#h035£035TH -7,

3)  BRIRA9RRET

FE|ZHG LIER O b, FHESEBEC L 560
38BITH o7z, UTIERNEFMAREIZ L 5 DIX34%IT
Hot:e EEEHEI L BEFMIE, 15102 MRTIR %
% &4 38BIFI0BIE R LT, AREISI% TH -

Table 2. Antibacterial activity of balofloxacin and relative compounds against Enterococcus faecalis and

Pseudomonas aeruginosa isolated from UTI

Organisms D MIC (ug/mb) MICs, | MIC,,
(number of isolates)| "8 [0.10 020 0.39 0.78 1.56 3.13 6.25 125 25 50 100 > 100|(ug/mb) | (ug/mi)
E. faecalis (80) balofloxacin 1 25 41 3 1 5 4 0.78 12.5

norfloxacin 7 46 7 8 2 1 7 2 3.13| 100
ofloxacin 2 48 20 5 5 3.13| 100
ciprofloxacin 3 39 22 6 3 5 1 1 0.78 25
sparfloxacin 2 36 32 1 9 0.78 50
astromicin 1 3 15 42 19 |100 >100
P. aeruginosa (56) |balofloxacin 4 8 3 1 2 4 4 20 | 25 >100
norfloxacin 4 8 1 3 3 3 8 9 3 14 25 >100
ofloxacin 4 8 1 5 6 7 6 6 13 25 >100
ciprofloxacin | 3 9 1 4 6 5 8 4 2 7 7 3.13 |>100
sparfloxacin 4 9 6 3 6 3 9 1 7 8 6.25 |>100
astromicin 1 1 12 18 14 10 50 >100
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7o UTIR¥ETIE, 34FIF28FIAERLLET82.4% D — 200 mg administration — o
@ : prostatic fluid

BEWMBRTH -7 (Table 3), % 3B, AU-UTIECC-UTIEL O:serum
TUTIHREBI ORHRE % 513 Th b &, AU-UTHZERHTH, 20- 8
BB TEEINEMU LT, HHEI00% TH -7, o
—%, CCUTITREMLIR, HRABI, EH6HITHE i T I °
TIX21BI 156, 714%DEMETH -7z, UTIHHEE 05 1 .
BRI OO BRI BB R A BE 196 145, 73.7%, HEK E Ol . ©
BRBEL2BITH A5, 1B TH o 7= (Table 4), g ¢

MEFARIIUTIE RN E 8 CERM L 7B 721 & 3 °
e L . \ E 0.1 o
#BIE 77, AU-UTIA 5 i3 Escherichia coli 128k% £ & ¢ g b
BHlAKRD B S N, 138, 929%HKRE shiz, CC- 8 o005 ¢ o0
UTI% % IZGPC 8%, GNR 158kA M S L7z, GPCId8 ] .
B 6BE, 75%, GNRIZ154kH 118k, 733%DHBREE ] °
THot2e 2 BE. colitPlFIZDWTHDL E TARRHF11HE,

" "~ e n—/ -/
78.6% DIREE T - 72 (Table 5) . MIC & M HI% o1 e~ . T
BA KD EMICHO02ug/mUTOMEIIETHREINT r—— - P— Py—
vy % 7)§O.39~1,56#g/m175 EREENRRIETL, 3.13 admin(iﬁ;ratjon No. (le;frl‘]) (le;e]l) ratio
HE, ng/m
\ 5 W ET -

pe/mIELE 7S & RE & U2 CBART S > 72 (Table 6). 1 7001094 035 0.06-196(0.79) 0.17-0.48 (0.35)

4) T&M 23 3 003-069 (038) 037-1.28 (0.87) 0.08-053 (0.35)

2’§§IJ %?&5‘ L 7’:4215“ D ;) 5 39{5“ 22w T&E}‘ﬁﬁfﬁo) PF : prostatic fluid ( ) : average concentration

KMy, B - fPHERE, R—RBRELR 21TV, BE)DOFE  Fig. 1. Diffusion of balofloxacin into human prostatic fluid (PF).

Table 3. Summary of clinical efficacy
1) Evaluated by doctor(s)

Evaluation
Diseases No. of patients excellent good fair failure Efﬁc?‘% e
) pylonephritis 1 1 1/1
Uncomplicated UTL 1= e 13 7 5 1 12/13 (92.3)
subtotal 14 8 5 1 13/14 (92.8)
pylonephritis 8 3 1 2 4/8
Complicated UTI —
cystitis 15 7 5 1 12/15 (80)
subtotal 23 10 6 3 16/23 (69.6)
Acute prostatitis 1 1 11
Total 38 18 12 4 4 30/38 (78.9)
2) Evaluated by Japanese UTI criteria
Diseases No. of patients Evaluation Efficacy rate
excellent moderate poor (o)
Uncomplicated UTI pyloTu.ephntls ! ! 1
cystitis 11 6 5 11/11 (100)
subtotal 12 7 5 12/12 (100)
Complicated UTI pylo'nt'aphntls 8 3 ! 48
cystitis 13 8 3 11/13 (84.6)
subtotal 21 11 4 6 15/21 (71.4)
Acute prostatitis 1 1 1/1
Total 34 19 9 6 28/34 (82.4)

UTI: urinary tract infection
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Table 4. Clinical efficacy of balofloxacin in complicated UTI classified by the type of infection

Group (;I)\feor;:;)rfltps?fgtt:l) Excellent | Moderate | Poor Ovizli (zg; ;acy
Group 1 (indwelling catheter) 0
Group 2 (post-prostatectomy) 0
Monomicrobial infection | Group 3 (upper UTI) 7 (33.3) 3 4/7
Group 4 (lower UTI) 12 (57.1) 7 10/12 (83.3)
subtotal 19 (90.5) 10 5 14/19 (73.7)
Group 5 (indwelling catheter) 0
Polymicrobial infection Group 6 (no indwelling catheter) 2(9.5) 1 1 1/2
subtotal 2 (9.9 1 1 1/2
Total 21 (100) 11 4 6 15/21 (71.4)

1) Uncomplicated UTI

Table 5. Bacteriological response to balofloxacin treatment in uncomplicated and

complicated UTI (cases evaluated by Japanese UTI criteria)

Isolate(s) No. Eradicated (%) Persisted
S. epidermidis 1 1
GPC S. hominis 1 1
subtotal 2 2
GNR E. coli 12 11 (91.7) 1
Total 14 13 (92.9) 1
2) Complicated UTI
Isolate(s) No. Eradicated (%) Persisted
S. aureus 1 1
CNS 3 3
E. agalactiae 1 1
GPC E. faecalis 1 1
E. faecium 2 0 2
subtotal 8 6 (75) 2
E. coli 14 11 (78.6) 3
GNR P. aeruginosa 1 0 1
subtotal 15 11 (73.3) 4
Total 23 17 (73.9) 6

GPC: gram-positive cocci

CNS: coagulase-negative staphylococci

GNR: gram-negative rod

Table 6. Relation between MIC and bacteriological response to balofloxacin treatment in complicated UTI

Isolat MIC (ug/ml) Not Eradicati te* (%
{0 . I
SOate T 0.0510.1 [0.2 [0.39]0.78]1.56]3.13]6.25]12.5] 25 | 50 | 100 | > 100 | determined | ~radication rate™ (%)
S. aureus 1/1 1/1
CNS 1/1 1/1 1/1 3/3
S. agalactiae 1/1 11
E. faecalis 11 11
E. faecium 0/1 | 0/1 0/2
Subtotal 1/1 [ 1/1 1/1(1/110/1]0/1 6/8
E. coli 4/4 |55 |1/2 | 1/2 | o1 11/14 (78.6)
P. aeruginosa 0/1 0/1
Subtotal 4/4 | 5/51/2 | 1/2 | 0/1 11/15 (73.3)
Total 5/516/6|1/2(2/3]1/2]0/1|0/1 0/1 2/2 17/23 (73.9)

CNS: coagulase-negative staphylococci

*: no. of eradicated/no. of isolated
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WHhHI, TORE, 2FlL bEELEIRDL N
272, BEMENERIL3F, 52D 7 (Table 7)o =IfE
RONEIZLBIE (497%, =) IZ3ER, BEE, BIHA
RESES WA LRD LN, 1HE200mg% 2 H &
5L £D%1HE100mg 2A MG LA, LR S
ik L7z, 2618 (208%, M) 13200mgD1H 1E#RS
BICHBIEER YA U775, 4BMHFxS »#HKETE,
52T L7, 3BIB (705%, )X, 100mglH2[E
DTHMESBEITHY), 2BEICECTHELAE L, £
DEFHHGEMETE, H5ERT L, ULE3FIDS
b, 1FIB I35 % diE L72AY, 261H, 3GIBIIMES
79 S K BEHEDSTRETH 72, TNHDEIE
i, WINOER ISR IE I T %, ELE T2
BLUAIZBRIER L, SHONBERIETH L, HiK
F3fF, HIbERR2M, EIERIIIBIFIFT7.7% TH
272
o = 5

BLFX D SREEEMNILE N % UTIH R D E. faecalis & P.
aeruginosalZ D\ THREY L 720 € DRHRIL, E. faecalisiZ
13, xTEBFEADNFLX, OFLX, CPFX, SPFX, ASTM® 9 %
SPFX & 12IZFE LT, MICO YK — 7 {EA%0.78ug/ml T -
7zo F 7, HEESOKKD 9 H67HE, 83.8%H%0.2~0.78
pg/ mlDEEZ M0 L TV 72, MICs0130.78ug/ml,
MICo0td12.54g/mlIC, BEFDOERA L DILETIED o
ELENTBEGEE TR L. L2 LP aeruginosalZxt
TAHMICIZE Y, #ERSORRTF 128k, 15% #°1.56~3.13
pg/mOBEEEHIZH DL DL Bbh/, L LIFH
FROERNELHRTh oL b5 o7z, ZOHMEHD L
HEBREEIIEN2EETH 575, KEAGPCIZIZEE
HAMED, GNRIZIES A Z ED—ERL TV AAEEM
DR ENTY, BBRTOMICEREENLSO AL L,
MIC Dbreak pointA$3.13ug/mIfF T IZH B L EZ LN
DT, E. faecalistiZIIBIMENTAbDEFEINS,
LA L, P aeruginosalZIZBARIENEVSDE B S,

PF~NDBATIEE D 200mg AR & 35 A3 1RER T0.35

pg/ml, 2~ 3EER A TO0.38g/mlI T, miE & OHA%0.35T
HHI LN, PREEL L TIRARFD D B, SigsE,
FoMmETEEDTREEICMETADDLEEbNAY,
Z OPF~DOFATEIRE L, ED%%# W7z hREIZR,
D, Za—F/0r R0y —| T‘itf’é@fﬁ)é
% BEERAAE N DOFERL Ji%ﬂiﬁlﬁ%ﬁﬁiﬁik%ﬂ% ]
BEEML-BERABREYRFATLILEND S, 4‘?‘“1
GPCIZBVWARIMENEFTE L DT, FITIEHRIIES
D 5 BGPC (Staphylococcus spp., E. faecalis’s &) 12 & A&
AE I IIMBANC AT L D BERESEH N EPHAFTE
5,

BERBENHE & L2UTIO S b, AUUTHIZIZLEA
200mgl[E ¥ 7213 100mg % 2[@, 3 B E THOFEEH & [
BIIBWESEIZO Nz, Tilx L TCCUTIT
IR EEDET216H 156, 71.4% & 2 DFRHFEDOEH
WX BEEREE LTRPRMEY 2D THo 7,
CHIZBRERIZALGNS L) IZ158RF 11K, 733%L
ETERETH- 72 EDVREABARIIBLI-b DL EL
bNb, DENUTIDELERE TH SE. coiDBRHE
HLARARLLIRR, 786% ERRED o2 ENEREL
THhIFoNb, ORI vitnDBEFRIZD AN &
212, BR TO%HE S BLFXDOGNRIZA T 5 FRIAD,
DORERE E R TEFL->TVALEIEXRLTVAD

DEBDLND, TNEIIHBIIZEZENICTHEEZRT En
terococcus faecium 2%k % B { GPC 6 R IZETHE SN T
BY, nviteDBEEEMFTbDOTH o7,

ZEBIIDVTXBEERRAIC L K ALN B HH
%, HILZERD3B, 54D ST DRKEOMEEIC
SHEMERICBE TWILISFICRIEL A 2 Lidhwve
Bbhl, B, LHREBBUEIZIFIGRERL 2P o7,

BLFXD I N E TOUTHUIAM T AL RIET 5 &,
in vitro activity (XGPCIZIZ1E 5 2%, GNRIZIZBEFENRR
R ERRTHE D, o THRIRIZBIT 2B RGBSR
W, IKH, $ICGPCOPTIFERAE LB S, »oH
HHBEEE LTHSNDS E faecalisl X AUTI, #5112 EE

Table 7. Side effect of balofloxacin

Case Age . Severity of Day of Administration Day of .
o, Sex  Dosage Type of reaction =~ .. appearance  of balofloxacin Treatment 4. Correlation
1 49 100 mgx2 headache + 0 withdrawn none 4 definite

F ! malaise + 0 4 definite

100 mg x 1 stomach discomfort + 0 4 definite
(4 days)

2 20 200 mgx1 head heavy feel + 0 continued none 4 probable
F (4 days)

3 70 100 mg x 2 diarrhea + 1 continued none 8 possible
F (7 days)

Total no. of cases with side effects (%)

3/39 (7.7)
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REBREILETALONSFoNE, ZOflic
Staphylococcus spp. D ERTH 5, T3 LT, GNR
L AUTHE, ERBEENFEEUTT, BETHLH
EAEF LV, RNEIEEN S A D &EAKRBNIT, . H7~8
B Wb T2, 1HIEOKRES T, MEENT
PHOATRRLMED 2. > T1H2E#S, 100~
200mg %k 2E A EARB LIk Gk kb EEDbDN D, AH|
OROMEEL LTOFMELZHMEFT S L, 2ITHRED
Ot 7 2 LBIZEBLTWA L IZBbNh/, Th
BBREEOBREIZASNS L HIZMIC 1.56~3.13D ]
SGTYNKEAE o E D LI &, DF Y break pointh’
=D ) LEVI LIIRENT VS, L2 LPF
~OBATIZA D EHNENRE, SLHLBHBUE % bk < BITEA X85
LRIl a—F /0 ROFERERL TV, 2T,
SHABNDOERANOFTO L VFERLFREIZT A12(T,
E. faecalis® H.(v & L72GPCIZ & B BEYEIEIZX T B2 H X
BrBIZEBRTEIELETHAHILBDNS,
X 79
1) REEBiF—, MACER  FE420 B R LEEEFES
Wa&, WED VKT Y L, Balofloxacin (Q-35),
&, 1994
2) Ito T, Otsuki M, Nishino T: In vitro antibacterial

3)

4)

5)

7)

activity of Q-35, a new fluoroquinolone. Antimic-
rob Agents Chemother 36: 1708 ~1714, 1992
Marutani K, et al: Reduced phototoxicity of a fluo-
roquinolone antibacterial agent with a methoxy
group at the 8 position in mice irradiated with
long-wavelength UV light. Antimicrob Agents
Chemother 37: 2217~2223, 1993
B R EF R | m/AEE R IEERE (MIC) #IE
ERYETIZ D\ T, Chemotherapy 29: 76 ~ 79,
1981

UTIHFZE & (R3k  KRBIEFK) | UTIZE XD a1 25 4
(#3M0) . Chemotherapy 34: 408~441, 1986
UTIfZE = (IR KBUIEFK) @ UTIZER)EHf 2
(% 3 hR) 1B #i, Chemotherapy 39: 894 ~ 932,
1991

FARE= 1 AIILAR %o WK 83 FF Mook No. 1[R
P& - PEERRYSIE Jpp. 148~156, &F MR, HIE,
1992

S OBE, WBHERR X/ o rEOREN,
F/OrREROMNY WETHR (B HFE LD
#®)pp. 37~55, R¥EY ¥ —Fft, K, 1993
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Laboratory and clinical study of balofloxacin, a new fluoloquinolone,
in urinary tract infection

Keizo Suzuki, Masaki Horiba, Kiyohito Ishikawa and Shinobu Katoh
Department of Urology, Hiratsuka City Hospital
1-19-1 Minamihara, Hiratsuka 254, Japan

Yorio Naide, Kiyotaka Hoshinaga, Masanori Yanaoka and Toshiyuki Tanaka
Department of Urology, School of Medicine, Fujita Health University

Norihiko Okishio
Department of Urology, Shizuoka Red Cross Hospital

Balofloxacin (BLFX), one of the newer quinolones, was investigated for its in vitro activity, diffusion
into prostatic fluid (PF) and clinical efficacy in the treatment of urinary tract infection (UTI). The
results obtained were as follows.

1. In vitro activity: Against 80 strains of Eunterococcus faecalis isolated from UTI, the MIC of BLFX
ranged from 0.20~25 pxg/ml, and the MICso and MICgp were 0.78 pg/ml and 12.5 pg/ml, respectively,
roughly comparable to sparfloxacin. The drug appeared to be superior to other reference drugs such as
norfloxacin, ofloxacin and ciprofloxacin. However, BLFX was less potent against 50 strains of Pseudomo-
nas aeruginosa, for which the MICso and MICgo were as much as 25 xg/ml and>100 pg/ml.

2. Diffusion into PF: The concentration in PF at 1 hr after administration of 200 mg reached 0.01~
0.94 pg/ml, with an average of 0.35 xg/ml (n=7), while that in serum, ranged from 0.06~1.96 pg/ml,
with an average of 0.79 pxg/ml. The ratio for PF/serum was 0.35.

3. Clinical assessment: A total of 38 UTI patients were given BLFX at doses of 100~200 mg, once or
twice a day for 3~14 days. The patients included 14 cases of acute uncomplicated UTI, 23 cases of
chronic complicated UTI and one case of acute prostatitis. According to the evaluation by the doctor (s) in
charge, 30 of 38 evaluable cases, 78.9%, were assessed as effective (excellent/good), while according to
the Japanese UTI criteria, 28 of 34, 82.4% (excellent/moderate), were determined to be effective. The
bacteriological response rate was 13 of 14, 92.9%, in uncomplicated UTI, and 17 of 23, 73.9%, in
complicataed UTIL

As for the safety profile, 3 of 39 patients treated with BLFX experienced adverse reactions (CNS
disturbance/GI disorder 1, CNS 1, GI disorder 1), however they were mild and transient, and dis-
appeared after the completion of therapy without any treatment. No clinical abnormal values were
detected in laboratory tests in any of the patients.



