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1. PLED | IREREEFS BETE 8 BTE K608k IS 3 % &K D MIC 446 % Enoxacin (LLF ENX & BE
$), Ofloxacin (LLF OFLX & B%¥), Norfloxacin (LLF NFLX & B%4) B & U Pipemidic acid (LA
TPPALBET) OFNRGEHEL., AREEHEBIIBWT, SEAICHLEEE»RELE,
$ 72 AK| D MIC i3, £812.5 pg/ml LT TH - 72

2. EAEYRE | AH|200 mg & PPA 500 mg EEx G5B NMA, RPBEOHEBLBERAEF %
#HH L LT Cross over EETHEBMRET L7z, M REIREIIAIETIZ1 ~1.5B5/ 7% T0.87 xg/ml,
HETIZ 1 BEM%123.26 pg/ml 2R LT,

4B PR P BN I3 AT E CT37.8%, HBET60.0%TH o7

3. BRERAL# . S HMMENR208ImERN 146, FX) 6 BITHEEI%, BWHMRBRERE
27BIFEINILG, HRH12B THEESS.2% Th o720 BEAR 1 BIBEORENA SN0 —8

ﬁ'@&) 272

BAY o 9867 (Ciprofloxacin) X8 K4 > « /x4 T )L
HIZBWTHEESNRZHLVE ) FUALEVBEREK
REFTHY, 2Ob#EHEERIE Fig. LIZRTEBY
ThHod, FRADHEANRYZ bT Lk 5 LY - BHE
KB LY, 20 invitn CTOMBEHEEFOCEY) Fo A
VEVBRRCY7 2 2REOFICHN, ErLsh
B0 AFlt e MCEOKS LS, IFBREIRE
KEMIZERL, MFPFEEIE3 ~5KMTHY, £
FHBADOBITIIRIFT, FRAICI324B5/ T40~50% [E]
WEhEHERZVESATVEY,

SEIEE S AR % ElEB L UBRMICRIT LT
ITNOBEEBRET %,

I.% & ) & &

1. HiEH

(F#) UHERTFORBELESEED > b 8HED
77 LBRMARE (Escherichia coli, Citrobacter freundii,
Klebsiella pneumoniae, Enterobacter cloacae, Serratia marces-
cens, Proteus mirabilis, Proteus indole (+), Pseudomonas
aeruginosa) F60RRIZD &, FAH| D MIC # B &{bE#it
FOREREICTE, BEEEEL cells/ml 12 THRIE L 7

T -FEBRICH T 5 ENX, OFLX, NFLX B &£ ¥ PPA
DMIC 2BEL, #hoDHENE BRI L,

BR) LEBCBLTEFEMBAFNILL, ¥
Ch7-PiEEERL 72,

1) E.coli: AH|O MIC ¥—2130.05 pg/mli2d Y,
EHEH1.56 pg/ml LLTFIZ9 M LT b, PPAIZIZ 5 &,
o 3FICIX ]l ~ 2 EREELIRHATH L (Fig. 2),

2) C.freundii : AH| DY —2130.05 ug/ml i2d b
£Pk6.25 ug/ml AT TH 525, BFICIRZDOE — 2 28
2HERL, WHEEmMEED 5, AHIZ PPAIZSHE
oD 3FNIC3 ~ 4 EREST CRABETHS (Fig. 3),

3) K. pneumonice : FH|IDOY —2130.10 pg/ml 2
D, ENX, NFLX D Zh Xt h 1%, OFLX & b 2 %&,
PPA L h SEREE - T 72 (Fig.4),

Fig. 1 Chemical structure of BAY o 9867
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4) E. cloacae : AH O EY¥—2130.05 pg/ml T,
OFLX |2 1%, ENX 3 X I'NFLX (2 2%, PPAICiX 6
EREELRETH S (Fig.5)

5) S. marcescens : A DOE—27121.56 pug/ml TH
D, £BH12.5 pg/ml LT TEFFHELES ATV S,
Z ¥ L OFLX, NFLX 3 & 0ENX ®# E— 7 1312.5
~50 pg/ml DEEIZH H, PPA TI3100 pg/mlA LT
&1 (Fig.6),

6) P. mirabilis : AH & NFLXD E— 2130.05 pug/
mi, OFLX & ENX Ti30.20 ug/ml & BiFTH o 724
PPAIRREHI & 1V 6 ERESL > Tw7: (Fig. 7)o

7)  Proteus indole (+): AH|DE—2120.05 pg/ml
T, £¥590.39 pg/m LT EZ2OMANEBREL TR
Tz, K] Tt NFLX ® ¥— 7 23K HF) & [ $:0.05
pg/ml EFT CRTW72H, 100 pg/ml DERb A bR T
Wb, OFLX ®¥—27130.10 xg/ml, ENX T0.39 ug/
ml & BB BRIFTH - 7205, PPA T — 7 {E1.56
pug/ml, 148625100 pg/mi LAl EE R’ %> TWw/: (Fig.
8)o

8) P.aeruginosa . AHITHE—2130.78 pg/ml &
BTN, »oekH6.25 pg/ml LT CHRIEEAT
Wb, PPAICIH S, Mo 3FIZI1~3ERETC
nrg#ETHs (Fig.9)o

2. e - RPIBES L CRPEILE

(FiE) 5 %0BFEHEABFICEBEEAR %200 mg,
B X U PPA 500 mg % Cross over E TR OERIZS L,
mighigeE (%51%0.5 1, 1.5, 2, 4, 6, 8, 12,
24B5F8), FRPBE (0~2, 2~4, 4~6, 6~8,
8 ~10, 10~12, 12~2485f]) DOHIE B & V24BFR R+
BULER % EE L7z, REMNE L E. coli Kp BREREH &
L, BAY 0 9867 it Agar well i, PPA 3R H v 7ik
& o572,

(BR) TFHOPBEOY—ZE3FFITIHES%]
B L 1.5B/IT0.87 ug/ml, PPA Tidx5% 18T
3.26 ug/ml TH Y, & LIZLBETRL 72, 128 %D
AH O MR 120.08 xg/ml TdH o7 (Fig.10)o KF
BEOY—213E 6120~ 28T, ZOEIIEAT
304 pg/ml, PPA T1001 pg/ml THh, & bIZLLRH
WL, 12~24B5MTI137.88 L 049 pg/ml & k572, 24
B 5 FR o [ UL 3R 12 &K ©37.8%, PPA T60.0%Tdh o
7= (Fig.11)o

I. B8 Bk B9 %% 5t

(FriE)  FEKFEEZHMBRLREH B L U,
ZOMNOMEE LS Lok BES, DHEAMERERE
206, EMHEMAMEETR 6B L OB MMEREBREAE
2061z AK R EH L, £ OBRKMDEL - NICRIERIZD

Fig. 2 Cumulative percentage of clinical isolates inhibited
by BAY o 9867, ENX, NFLX, OFLX and PPA
E. coli (60 strains)
%) Inoculum size : 108cells/ml
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Fig. 3 Cumulative percentage of clinical isolates inhibited
by BAY o 9867, ENX, NFLX, OFLX and PPA
C. freundii (60 strains)

Inoculum size : 108cells/ml
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Fig. 4 Cumulative percentage of clinical isolates inhibited ~ Fig. 6 Cumulative percentage of clinical isolates inhibited

by BAY o 9867, ENX, NFLX, OFLX and PPA by BAY o0 9867, ENX, NFLX, OFLX and PPA
K. pnewmoniae (60 strains) S. marcescens (60 strains)
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Fig. 5 Cumulative percentage of clinical isolates inhibited Fig. 7 Cumulative percentage of clinical isolates inhibited
by BAY 0 9867, ENX, NFLX, OFLX and PPA by BAY o0 9867, ENX, NFLX, OFLX and PPA
E. cloacae (60 strains) P. mirabilis (60 strains)
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Fig. 8 Cumulative percentage of clinical isolates inhibited
by BAY 0 9867, ENX, NFLX, OFLX and PPA

Fig.10 Serum levels of BAY o 9867 and PPA after

a single oral administration (cross over, n = 5)
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Fig. 9 Cumulative percentage of clinical isolates inhibited
by BAY o0 9867, ENX, NFLX, OFLX and PPA

P. aeruginosa (60 strains)
Inoculum size : 108cells/ml
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Fig.11 Urinary excretion of BAY o 9867 and PPA after
a single oral administration (cross over, n = 5)
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WTREF L 72,

1) SfEdatBERAx

HRI2 UTI ERFMEEE IR ORKBEEEN%
BrToOLL, AEECLVENEHE LI, R5E
13 A #1200 mg/day ¥ 15 B 2 RT3 ~ 7 HRE &S
BOfks5 & Lz, i3 3 BEKRS®RICHEL, BIER
oW TREGEHMTOBRELT- 7,

2)  HEMEMEIR RS IRRAE

R UTI BEFMEEE_RORKBEEELRE %
WTbDE L, FH*300~600mg 2 ~ 3 FHRICT 4
~17RMKES L, ZOBRBRBRICOVTHHAMELREL
7oo EZHHER S BIEGHR T, BHEHOFEIIOW

TRFSGEHEICBVTERE L,

2. % R

1) SYEEFMERER %

Table 1 Z2MEMMREBRIEZIEFRDEH LR T,
DS b At E B R0 oWTRE 21T - 72,
ZTORKRPIFERIG, FH6BITREAHEII
100% T 7= (Table 2), MEAFHZRE AL L E
coli 17%k, P. mirabilis 2 ¥k, S. epidermidis 1 ¥k, K.
preumoniae 1 Bk, EP21IBREHRHMBRE S h/: (Table 3),
hoHDd LEFIHT B MIC HHIE & h 7208k &k
DF1I30.39 ug/ml AT TH o7 (Table 4)o

Table 2 Overall clinical efficacy of BAY o0 9867 in acute uncomplicated cystitis
100mg X 2/day, 3-day treatment

Symptom Resolved Improved Persisted Effect on
Pyuria Cleared | Decreased | Unchanged | Cleared | Decreased |Unchanged| Cleared | Decreased | Unchanged bacteriuria
Eliminated 3 1 1 1 20 (100%)
Bacteriuria Decreased
(Replaced)
Unchanged
Effect i
on micturition 18 (90.0%) 1 (5.0%) 1 (5.0%) Patient total
Effect on pyuria 14 (70.0%) 5 (25.0%) 1 (5.0%) 20
Excellent 14 (70.0%)
Overall effectiveness rate
Moderate 6 (30.0%)

Il

Poor 0
(including failure)

20/20 (100%)

Table 3 Bacteriological response to BAY o0 9867 in acute uncomplicated cystitis

Isolate No. of strains Eradicated (%) Persisted
S. epidermidis 1 1 (100%)
E. coli 17 17 (100%)
K. pneumoniae 1 1 (100%)
P. mirabilis 2 2 (100%)
Total 21 21 (100%)

Table 4 Relation between MIC and bacteriological response to BAY o 9867 treatment in acute uncomplicated cystitis

MIC (ug/ml) Inoculum size 108 bacteria/ml Not
Isolate = Total
0.025 0.05]|0.10{ 0.20| 0.39| 0.78 | 1.56 | 3.12 | 6.25 | 12.5 25 50 100 | >100| done
S. epidermidis 1/1]1/1
E. coli 13/13|1/1|3/3 17/17
K. pneumoniae 1/1 1/1
P. mirabilis 1/1(1/1 2/2
Total 14/14| 2/2 | 3/3 1/1 1/1 | 21/21
(100%)((100%)|(100%) (100%) (100%) | (100%)
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Table 6 Overall clinical efficacy of BAY 0 9867 in complicated UTI
100mg X 3/day
200mgXx 2/day 5-—day treatment
200mg X 3/day
Bacteriuria pyuria Cleared Decreased Unchanged Bgifticrtiuornia
Eliminated 3 7 21 (77.8%)
Decreased
Replaced 1 1 1 3 (11.1%)
Unchanged 1 2 3 (11.1%)
Effect on pyuria 13 (48.1%) 4 (14.8%) 0 (37.0%) Patient total 27

[_ﬁ__, Excellent

11 (40.7%)

[:] Moderate

12 (44.4%)

: Poor (including Failure)

4 (14.8%)

Overall effectiveness rate

23/27 (85.2%)

Table 7 Overall clinical efficacy of BAY o 9867 classified by the type of infection

No. of (percent) Overall effecti-
Group patients \of total/ Excellent | Moderate| poor veness rate
1st group (Catheter indwelt) 5 (18.5%) 3 2 60.0%
2nd group (Post prostatectomy)
Monomicrobial
) 3rd group (Upper UTI) 9 (33.3%) 5 2 2 77.8%
infection
4th group (Lower UTI) 11 (40.7%) 6 5 100%
Sub total 25 (92.6%) 11 10 4 84.0%
s5th group (Catheter indwelt) 1 (3.7%) 1 100%
Polymicrobial -
) 6th group (Catheter not indwelt) 1 3.7% 1 100%
infection
sub total 2 (7.4%) 2 100%
Total 7 (100%) 11 12 4 85.2%
2 PR BR IR B AE
) Table 8 Bacteriological response to BAY o 9867

20EBIDEH % Table 5127 To SN b UTI Exp
MRS A ERIIHIRESLIF, FRHI2HFTH
EHEHHRII85.2% TH 7= (Table 6), UTI FHRERER
(Table 7) TIIHMERED 3, 4HSENETNIBH
1BIEE L, 2OHETIITT.8% B L U10%THh -7,
181360% (3/5) DEHETH Y, HEFBREIS,
EEEIBISOTH o728, LHIEMTH 70 ME
ZHME (Table 8) 132298k H26#%£89.7% DIHKET
Hoto HHHEIZ K pneumoniae, E. cloacae B & U P.
aeruginosa K 1k Th o720 TN HLEREDMMEFEHTN
REARFIHT B MIC DRIEE A D L (Table 9) #ll
FEL2THRDETH2S pg/m UTFIZHHLTEY, F
FL7MD130.78 pg/ml D 28k E1.56 ug/ml D 1R TH
D, 0.39g/m UTFOREKRIETHRESIN TV, &
5% Y B# (Table 10) i3 P. aeruginosa 1 ¥k B & O

in complicated UTI

Isolate No. of strains |Eradicated(%) |Persisted
S. epidermidis 3 3 (100%)
S. faecalis 1 1 (100%)
E. coli 9 9 (100%)
K. pneumoniae 3 2 (66.7%) |1 (33.3%)
C. freundii 2 2 (100%)
E. cloacae 2 1 (50%) 1 (50%)
S. marcescens 4 4 (100%)
P. mirabilis 2 2 (100%)
P. aeruginosa 2 1 (50%) 1 (50%)
P. fluorescens 1 1 (100%)

Total 29 26 (89.7%) |3 (10.3%)
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Table 9 Relation between MIC and bacteriological response to BAY o 9867 treatment in complicated UTI
MIC (ug/ml) Inoculum size 106 bacteria/ml Not
fsclate = 0.05]|0.10|0.20 | 0.39 | 0.78 | 1.56 | 3.12 | 6.25 | 12.5| 25 50 | 100 | >100| done Toul
0.025| - :
S. epidermidis | 1/1 1/1 1/1 3/3
S. faecalis 1/1 1/1
E. coli 4/4|1/1|2/2 1/1 1/119/9
K. pneumoniae 2/210/1 2/3
C. freundii 1/1 1/1 2/2
E. cloacae 1/1 0/1 1/2
S. marcescens 2/2 1/1 1/1 4/4
P. mirabilis 1/1 1/1] 2/2
P. aeruginosa 0/1(1/1 1/2
P. fluorescens 1/1 1/1
Total 6/6|1/1|5/5 3/3|4/6|1/2|2/2|1/1 1/1 2/2|26/29
(100%){(100%) (100%) (100%))(66. 7%){(50.0%)| (100%) (100% (100% (100%) | (89.7%)

Table 10 Strains* appearing after BAY o 9867

treatment in complicated UTI

Isolate No. of strains ( %)
P. aeruginosa 1 (33.3%)
Mould 2 (66.7%)

Total 3 (100%)

* regardless of bacterial count

Mould 2HRET 3BT - 72 BMMEMEBWERICEL TIX
BE LB ERES0FH 1 FlICBEOERS 2RO /oA
BEHBRL TV 5, BRBREMEICOVWTHEHRET S
0B EFIZLbERDRARFRZDO TRV
(Table 11),
o # E 3

BOMEARO S bEEONR=I ) v RBI VLT 2 A
F0L DI, REEIESCRBICEREELETHH
HURBEREORLE L L GEEMBEL STV
P. aeruginosa, S.marcescens %, Wh W 5 7 T LIEMHES
FRIH L TIIESE A (, ER o MRERFERT
TAWREICRARTH 545, HEHED L DICIHER
DFENE

CORLBIRICBVTEH L (B & 7z BAY o0 9867
BEY) PO ALKV BROTERE LT LEHRERE S
b7 T ABRMES X BRI L TR Vv g%
AL, BAMIZO L &) EEERBEREEIISLTLE
WA SN A, SEFEE S I2AK ORRKR S BER T
T HEEMSHB L UBE L NRACB A AANBEL
BETHE b1, REEEECHT2ERMRE LU

REMIIOERETET o0 MENCHL TRILHED
PR RG> M 8 TAFERFEHR 12 D v T ENX, OFLX,
NFLX 8 & U PPA %33 BBEH| & LT, 20 MIC55Hi %
HEBRET L 7zo AHIOD in vito TOREHILEHICB
WTHBHIIC N, o T Wiz, 1 C freundii, S.
marcescens, P. aeruginosa & % \ 1% Proteus indole (+) &
ERBFNIC BT MBS S 5 75 ARMRE I
LTHFFRT ChAAENERL, ChotE08HE
HBETOBEKICHT H MIC 1312.5 pxg/ml LT TH o 72,
DL EOHER L6 T v EEATHE) K
HNEBROBT, FFHIZH - &b MIC 2HEL, »
OMMEA L2V L BT AIEELAONS, &
DRI BI2E B A FEREEATA AT RRETE S
VRIYAIBVWTHE SN SESKROETZRY
EEL—HLTBY, KA S LABRMERE I LIBL
CRWIERL AT 5 Z LA MR S hr,
ARABIREICRI L T3 E AR F £ X8 Cross over
ETAHAI200 mg & PPA 500 mg O HEH G512 & % HHEE
BET 1T o 72 BRBEMABRE IR TIZ 1 ~1. 5B/ %
TO0.87 ug/ml, PPA i3 1RRI#%T3.26 pg/ml TH - 7o
TRARPBEIZNZN0 ~ 2RISR ESELRL, 24
B P PR P X3 A H) ©37.8%, PPA T60.0% T o
720 TROHLEFNIRBADBITHTIE PPA 124 5 75,
ZORTBEEI0~1265B T16.9 pg/ml, 12~ 245
T7.8 pg/ml THhH, BBRDOT & CRPSBERICHTL,
2HR12.5 ug/mlLTFTOMIC THo72Z L2 IET 5 &,
PREGEGAE (AT L Tid 1 H400 mg 2 B ExE CHES IS
MEISHIFLES LHBIN, BRRFClzaMEM
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Table 11 Laboratory findings
Case | RBC | Hb Ht | WBC |Platelet| GOT | GPT |»-GTP| Al-P | BUN (reatininef Na K Cl
No. |(10%mY| (g/dD) | (%) | (/on®) [(104%m®)| (U) U) (U) (mg/dl) | (mg/dl) (mEq/L)(mEq/L)(mEq/L)
405 | 12.9 | 35.9 | 8500 / 15 3 / 4.5 | 14.2 | 0.7 149 3.3 106
A-l 458 | 13.4 | 40.8 | 5700 / 23 4 / 4.7 | 12.9 0.7 147 3.2 103
400 | 14.0 | 36.9 | 7200 / 58 55 / 9.4 | 17.3 | 0.9 145 3.9 114
A-z 447 | 13.7 | 40.9 | 4900 / 55 57 / 9.0 | 18.6 | 0.9 145 3.9 110
424 | 12.8 | 38.7 [10900 | 19.2 13 1 / 5.1 | 14.1 0.8 141 3.7 107
A3 393 | 12.0 | 36.3 | 6100 / 13 4 /| 4.8 | 12.5| 0.6 141 4.1 109
A-4 405 | 11.8 | 35.0 | 7700 | 32.8 14 4 / 5.7 | 12.1 0.7 143 4.2 115
383 | 11.0 | 33.5 | 5200 | 30.9 19 6 / 5.3 | 14.8 | 0.6 143 4.9 107
370 | 13.2 | 36.5 | 4200 | 18.2 22 6 / | 12.0 | 22.6 1.8 150 | 4.5 111
e 389 | 13.1 | 38.9 | 4500 | 21.1 21 4 / | 13.0 | 21.2 2.1 142 3.9 105
369 | 11.8 | 32.9 | 4400 | 23.8 15 1 / 5.5 | 14.0 0.6 148 3.9 111
-2 382 | 11.3 | 33.8 | 3800 | 23.0 22 8 / 5.3 | 11.2 0.6 145 3.9 109
438 | 13.9 | 37.2 | 6900 | 25.8 16 10 / 8.3 | 26.2 1.6 136 4.5 96
c-3 447 | 12.5 | 37.7 | 4700 | 30.4 19 12 / 6.2 | 20.2 0.9 136 4.6 101
479 | 14.1 | 43.0 {10700 | 29.0 19 1 / 6.7 | 14.5 1.0 140 | 4.4 107
c-d 450 | 13.6 | 40.3 | 6300 | 33.9 18 14 / 8.0 9.0 0.8 143 4.2 107
cos 420 | 13.4 | 39.2 (10200 | 22.4 17 3 /| 11.3 | 25.1 0.8 147 4.8 110
389 | 12.3 | 37.6 | 7100 | 28.5 17 3 / | 11.3 | 23.9 0.9 147 4.8 110
ce6 386 | 12.9 | 36.9 | 6400 | 21.0 38 21 15 6.8 | 17.9 0.6 144 4.5 108
415 | 13.1 | 39.9 | 6400 | 20.8 34 19 21 7.0 | 19.8 | 0.6 144 4.0 107
c-8 429 | 13.4 | 39.0 | 4600 | 15.8 14 13 / 67 | 20.0 | 0.6 141 3.7 106
459 | 14.3 | 40.0 | 3700 | 18.5 19 1 10 63 | 16.0 | 0.6 139 3.8 105
c-16 537 | 16.6 | 47.5 |14900 | 22.2 28 54 / 68 | 12.0 1.1 / / /
533 | 16.2 | 46.0 | 7300 | 16.9 41 86 / 70 | 13.0 1.0 / / /
o1 406 | 14.1 | 41.0 | 4700 | 19.5 34 31 / 54 | 17.0 1.2 / / /
394 | 14.0 | 39.0 | 3900 | 18.1 33 34 / 58 | 18.0 1.4 / / /
C-10 422 | 13.9 | 41.2 | 7600 / 31 30 27 | 10.2 | 21.7 1.7 / / /
390 | 13.1 | 38.1 | 8800 / 23 12 29 9.0 | 27.5 1.8 / / /
Co22 411 | 11.9 | 36.3 | 6600 | 28.8 47 30 31 5.7 / / / / /
375 | 11.0 | 32.7 | 7900 | 27.7 47 15 21 4.7 / / / / /
Cozs 433 | 14.4 | 43.0 | 7000 | 17.5 26 13 6 145 | 21.0 1.4 142 4.2 100
433*| 14.2*| 42.5*| 5600*| 14.9* 26* 13* 6*| 145*| 15.0*| 1.1*| 139*| 5.0%| 109*
C-26 430 | 12.9 | 37.5 | 3800 | 21.7 21 21 17 104 | 19.0 | 0.8 142 3.5 106
421*| 12.8*| 37.5*| 3800*| 23.1° 19° 18* 16*| 100*| 18.0*| 0.9*| 141*| 3.5*| 108*
Cog7 426 9.4 | 35.1 [10400 | 34.5 13 12 12 98 | 13.0 1.9 / / /
364* | 10.2*| 32.0*| 5500°*| 26.6° 36° 35* 12° 79*| 6.0*| 0.9* / / /
C-28 477 | 14.1 | 43.5 |14800 | 20.0 21 99 77 146 | 13.0 1.1 / / /
476* | 13.8*| 42.0*| 7100*| 19.6* 22" 73* 78*| 138*| 16.0*| 0.9° / / /
=29 412 | 12.7 | 38.0 | 4400 | 16.8 45 24 17 86 | 14.0 1.0 138 4.1 108
429 | 12.7 | 39.0 | 5300 | 13.6 38 27 24 90 | 11.0 1.1 137 4.5 105

% :During administration
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PERERE 2ot L T, UTIREEC X 2R EBKRHEH
ETEMT0.0%, H%H30.0%, HEZEI0% Tdh - 7,
SEEEHE THOADRIII0% LH/ESATEYE
EBEIIHLTIE]1 H200mg 2 3 EHRETHAEERLS
N7, EHEMRBEEREEIINLTHER0.7%, X
4. 4% THEEHENES.2% L EEFHE BFHX

78.5%) EEBBFLHETH - 72 AENOAHERE,

300 mg 3 HEFZ5FTI2BEF115191.7% (EEEE
82.1%), 400 mg 2 3 EIX S HIT11HI4 9 5I81.8% (&
E4£5178.2%), 600 mg 3 S EH5HIT 4 BIF 3 6175%
(EE#EET76.9%) THol:o BEEETHBEI BV,
HBEBOEEENFEFRELTVELEELON, Kok
PIBDRE SRR I b 5B S 4B ME 14 PR BR R B AE (23 L T400 mg
2 ERSFIEEN L —BHEB S URHKEEDR S,
S OREIELSEHCBIT A NFLX®, ENX Y, OFLX® O#f
MU RERAERRRET L EBEL T, BHL6406%
WERTH -7z, TN OBRMMRBEERRAEIIC ST 2HE
FHPRILEETITSDOEHEEET, FIi2S.
marcescens, B & U C. freundii EMRBE SN TV A I

EAEB & NI, MICETHEHR2 ug/ml LT THY,

in vitro DR E —BT HEBHLMENERL TV 5,
5 % MBH I P. aeruginosa 1 ¥k, Mould 2 ¥REt 38T
ot BWERIZOWTIH I FUIBE DRSS ¥ R0,
—BMTHY, HERTHRIERL. BRREECRHE

B1BL B h otz Lhio THRIDEED, LA
FOZREMICH LTSN 2 RESSER S A 2 » o 7,
PLEX ) A SRR b & &), BAHEMRR
BBAE IS LTOARRT Ch-EOREAEE XS
n7,
X 13
1) #3206 AR bLEREZRWHEAIHRS, FED
vEIY A1, BAY o 9867 (Ciprofloxacin), [
1, 1984
2) KBIEHK, WHEX UTIFESKE) [ UTI
ELPSTMARE (4 2. Chemotherapy 28 : 321
~341, 1980
3) EE X, W 2, BERZ, FRAEX, Af
BR WRBHERICBIT S AM-715 DL
BEFK. Chemotherapy 29 (S—4) : 546~565, 1981
4) RINE—, B B, KEFEZE, HFRE FRH
%%, KEBRE, ZBEE, THREX, AREX
DR BRHEBIC BT 5 AT-2266 D AR B
X CBaREMRET, Chemotherapy 32 (S—3) : 776~
795, 1984
5) EHE®E, wIE—, HEFNRE, HEEE—, TR
Bk, AMEX WRSBHFEBMIZSBT 5 DL-
8280 M & BafK, Chemotherapy 32 (S-1) :
687~697, 1984
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FUNDAMENTAL AND CLINICAL STUDIES ON BAY o 9867
IN THE FIELD OF UROLOGY

YosHiHiko Kitano, AKIRA Fujli, MasuyosHi HARADA and SApA0 KAMIDONO
Department of Urology, Kobe University School of Medicine

(Director : Prof. Sapao KaMipono)

SoicHl ARAKAWA and Joj1 ISHIGAMI
Department of Urology, Kobe National Hospital

(Director : Prof. Jon Isaicami)

Fundamental and clinical studies on BAY o 9867, a new synthetic antimicrobial agent for oral use, were performed in
the field of urology.

1. Antibacterial activity : The MIC of BAY o 9867 was determined against 8 species, each of 60 strains, of gram—
negative clinical isolates. The MIC distribution of BAY o 9867 was compared with that of ENX, OFLX, NFLX and PPA.
BAY 0 9867 was found to be superior to other 4 drugs and had the MICs of <12.5 ug/ml against all tested strains.

2. Pharmacokinetics : BAY o 9867 was administered to 5 healthy volunteers at a single dose of 200 mg and its
serum concentration and urinary concentration were determined. This study was performed by cross over method using
PPA as a reference drug.

The serum concentration of BAY o 9867 was found to reach its peak of 0.87 gg/ml at 1 and 1.5 hours after oral
administration and the urinary recovery was 37.8% within 24 hours after administration.

3. Clinical study : In 20 patients with acute uncomplicated cystitis overall clinical efficacy was “excellent” in 14,
“moderate” in 6 and the effective rate was 100 %. In 27 patients with complicated urinary tract infection overall clinic-
al efficacy was “excellent” in 11, "moderate” in 12 and the effective rate was 85.2 %.

As for side effects, 1 case of slight urticaria was observed. No abnormal change in laboratory examinations was

noted.



