74 CHEMOTHERAPY DEC 1985

AR BFEHFEIRIC B 1T 5 BAY 0 9867 DEBER - BRRAVIRET

KEEH - HIIIEE - & Bl
HHME - AEE - KFLZ
B K FEF AW RERFHE
(EE T KFRAZHIR)
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R LLIR5A4
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TREHERA
L P SR B R 85 R

FLABABSAAEY FrhvK BREBRTER BAY 0 9867 DIRBEREAEHRE T 54
B, BITRBIT, %o I F0BRME LRI L,

1. S REEREERRE, 11EE, 1908 280 MIC 2HlIEL, AREHTH S
Norfloxacin (NFLX), Pipemidic acid (PPA), Ofloxacin (OFLX) & WE(RRETL 7o A OIE N
BIBEALETOREBIIBLTHAL VERTY A, TLEED MIC 45 & E. coli TI3308%£
T0.20ug/ml AT TH Y, P.aeruginosa T 1THEET1.56 pg/ml LT TH 5 72,

2. BISZBRBAT | AH200 mg ¥ BOIRS L, 1, 2, 4, 4BRIB ORI IIRGEMIBES L 028
B % DRI SIARAR B E L, FBRICIRE L 2 MR & BT L2, x5 %1, 2, 48
P& DRISLARIEPIRE D FI13 £ 40.07 (n=2), 0.23 (n=6), 0.31 (n=2) wxg/ml, P{/S
13%&%40.11, 0.39, 0.71TH bh, LKETIT- 7 OFLX, Enoxacin (ENX) IZH~TIKEZRL 7
% B24RE % DRI AR M PIIBHE130.10 wg/ml Th o 720 —F, BIMBHARMBEAEIZTFIY1.25 (n=
6) pg/g, P/S132.22T&H Y OFLX ® P/S1.62L 2IXFBEORFLBITER L,

3. BRARZHE BRI AAE 136, MMEMEIRIERASAE260, MEMRE % S 5D EH44B) & 4
RELTERERT L, R/ Va— VidERIE L CTEMMRED % & kil MR8 4 T 12200
mg/day, 2450k, 3 AR, HAMBEERL HHEMYIREEYIE Ti2400 mg/day, 2 50k, 5 HEH
E L7 UTIHEMFMEEICE SV AHETE, BAMRBREEIN®, EH8F, A%2HIT
» 0 HHEIZ100%, BHEMREEREE 2256, F3h8 6, Aih126l, S FITHEIL80%
THot:o BHEAIER, 5656RETHEEZ 16, GOT, GPTOLR L MEY Y LY LD LR
& 1BIFED 72, WFhOBET—AN%TH 57,

BAY 09867 1%, BINA Y - WA T VHTHES B3I ~5SKHETH L, FHE~OBITIIRIFT, RY
EY R ANVK BREABRMER TH Y, HEWIIER 2132405 M THA0~50% HElt & h, EHIR G T b B
LEEHRE a5 LBMHE, 77 ABMEICHLT HEDH LW, 40, bbbl REERLSE T L

VI B AN A AT B AR A RIRACEOR  TANERAT ARAEBLOT, ETORBIORIE
54pe, MPREGHREEN ERL, bRl REGET, TOBRRMLBETS 5,
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I. @ A

1. ¥RBLUHE

RBERPAE R DOBERTH, 77 LR, 7
S5 LIETEE 1668k, EHERK E. coli NIH] JC-2 (2§ 5 &
#p X URRERTH S PPA, NFLX, OFLX O&/NE
IR (MIC) %illE L HLEBRET L 720 MIC DRIE
I HALEREFERERE I, BERE 105/
ml TfT 7,

2. % R

KHEEIIAT T 5 AK D MIC 54 % Table 1I1I7RL 7,
S. epidermidis 108k, E. faecalis 138D 7 7 AlgHEE &2
%313 pug/m LT ThHo7e 77 4 PR TS
marcescens, Citrobacter TIZ R L BEDHEMA LN D
DD, FOMDOEBECTIIRF L BMERL, E. coli 304k
IE28K0.20 wg/ml LLFTaH D, P. aeruginosa 178 T i3
0.20~1.56 gg/ml (2537 L TV 7z,

BRI LIS BT B &, S epidermidis T
OFLX & (3(Z[E#2E, E. faecalisTIZ OFLX £ h & 1 &
BEERTE), TR NFLX & h b 2EREENR

Tw/: (Fig. 1, 2)o E. coli, Citrobacter, K. pneumoniae,

Enterobacter, S. marcescens, P. aeruginosa T i3 OFLX,
NFLX & h & 1 ~2EREER TV (Fig.3~7,
11), P. mirabilis, P. vulgaris, M. morganii T % NFLX
LIRIIEBET, OFLX & h b 1 BEREFEL TV
(Fig. 8 ~10)o U LD EEEIZ BV THANIPPA & D
HBEENHEETRL TV,
I. 8 LR BT

1. MB8BLUHE

1) BIMAREERBAT | BEEABF 3618 L MEMFIL
RBE 3IBIOET 6B (11KK) 2R E L7, EME
WCAKI200mg x AR & ¢ 1 KRR (2 8fK), 2 ReRfk

BT RRHE % R L, [FIBRIZIRI L 7 MR AE & HOBRES

L7o BERIEIXE coi Kp REREBR & T 5 Agar
well ETITV, BIVBEB L UMERBEMNE S C
—20CIZHEHERF L 72,

2) BISIREEGBIT CRILIRIEKEBE 6 Fl 2R L
LCiT» 720 FHTBTASEERT 213 v 72 B LEHIER] b IX
S, BRERL 2 BEENICAR200mg £ E0KRS L
7o EENZEE LSBT ARMIRAT % $EAT L, i L 7-A)
TRRKRANMEMEEERT—E TR o721, AEL
FEZH 4 CRET L7, REERL & FR IR L MFER
BELORELIT o700 BENES & CIRED R HI
TRBEOHELFABTH 5,

2. # B

1) BIMBRHERIT | BEBIOKR % Table 21I7RL
720 5 1 BRI O 2 BRIK Tl MERE O TF15130.88
pg/ml, B BRHEAIREEOF1120.07 pg/ml, FMLEL
(P1/S) 1EF30.11TH - 720 x5 2 HHEZD 6 KD
P MiERE0.85 wg/ml, FiMARMEPIRAEEO.23 £g/ml,
AFER0.39TH 1, %5 4 BEH%O 2 kD Ty,
MiERAE0.53 pg/ml, BIMBRHEPAIREE0.31 pg/ml, 1M
HHO0.71TdHh o 700 HG24MEE O 1 BRI MIFREIS
REBRUT CH b, RIZREAIBREIR0.10 4g/ml T
Hols

2) RIMIBRHEBIT  REFIOKRE Table 317K
L7z MiEBREDTIHI30.71 pg/ml, BILIRAGMNIBE
DFEHE)21.25 pg/g, FMMFEHIZ2.22TH 572,

. B8 &K & % 5

1. 8B L VKREHE

19834128 & W 19844 3 A ¥ TOMILKE, BLK+
FRkt, BMILTZMRAER, EFHREKKS L FIL+H
RIFBRDWIR BRI RS &L U ABEE ¥ B IZAK 218

(6 1K), 4BFRIfE (24%4K), 24B¥RIf% (11RM5) (2 L7, fEBIOMEFRG BAMEE X126, HEMEERET
Table 1 MICs of BAY 0 9867
MIC( 2 g/ml

Strain =0.025( 0.05| 0.10 | 0.20 | 0.39 | 0.78 | 1.56 | 3.13 [ 6.25 | 12.5 25 S0 100 | >100 | Total
S. epidermidis 2 1 2 1 10
E. faecalis 5 6 13
E. coli 1 24 1 4 30
Citrobacter 5 2 5 1 2 1 2 1 1 20
K. pneumoniae 6 12 2 20
Enterobacter 1 7 6 3 2 19
S. marcescens 2 2 4 12 20
P. mirabilis 12 2 1 1 2 1 20
P. vulgaris 6 1 3 10
M. morganii 7 1 1 1 10
P. aeruginosa 3 10 3 1 17
E. coli NIHJ JC-2 1 1
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Table 2 Serum and prostatic fluid levels of BAY 0 9867 after a single administration (200mg, fasting)

- Age Weight a;;:]?Sti:fizn Concentration (,ug/-ml) . Pf/.S*
(year) (kg) (hours) Serum Prostatic fluid ratio

1 29 72 1 0.53 0.09 0.17
2# 54 65 1 1.22 0.05 0.04
Mean ) 0.88 0.07 0.11
+SD +0.49 +0.03 +0.09
3 26 60 2 0.62 0.07 0.11
4 29 72 2 0.59 0.25 0.42
5% 55 68 2 0.48 0.71 1.48
6 27 65 2 0.89 0.14 0.16
7* 30 56 2 1.22 0.13 0.11
8 26 60 2 1.28 0.10 0.08
Mean ) 0.85 0.23 0.39
+SD +0.34 +0.24 +0.55
9 26 60 4 0.40 0.48 1.20
10# 54 65 4 0.65 0.14 0.22
Mean . 0.53 0.31 0.71
+SD +0.18 +0.24 +0.69

11 29 72 24 | na 0.10

%* ! Prostatic fluid level/ Serum level

# . Patient with chronic prostatitis

n.d. : not detectable

Table 3 Serum and prostatic tissue levels of BAY o 9867 at 2hrs. after a single administration|(200mg, fasting)

Case Age Weight Concentration (ug/ml or g) P/ S*
No. (vear) (kg) Serum Prostatic tissue ratio

(Rt) 0.41 4.10

1 64 51 0.10
(Lt) 0.47 4.70
(Rt) 1.91 2.94

2 73 58 0.65
(Lv) 1.47 2.26
(Rt) 0.69 1.08

3 65 69 0.64
(Lt) 0.70 1.09
(Rt) 2.78 1.99

4 63 51 1.40
(Lt 1.78 1.27
(Rt) 0.7 2.34

5 8 50 0.32
7 (L) 0.62 1.9
= (Rt) 1.62 1.38

6 78 48 1.1

' (Lt) 1.82 1.56
Mean 0.71 1.25 2.22
+S.D. +0.49 +0.75 +1.17

* : Prostatic tissue level/Serum level
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K16, WHMRBERIAE6H, HREMERESR S BIDE
4B TH %A (Table 4 ~6),

BERAr Y a—VidERl L U CHEAMERER % & KB
FRE K Ti3200 mg/day, 245°AR, 3 AR, HEHHERE
R & MR B R B E T 13400 mg/day, 2 2BR, 5
HE & L7,

2. BHRHZE

BRRZIR D HE R EREHE % & U UTI EHEFE
i (B2 6 I ZOHBEICHEL TTo 72, HKE
HIRERIFEBERHEDA L LTz,

3. BREHE

FHEEHEIC L 2HZFIE, BB %91.7%, &
MUMERERI0%, BHERBEEETS. 1%, KEH
RiE%80% CTd -7 (Table 7)o

LUF UTI EhRFE L2 0 B b % 2+ 5 35614C
DWTHREF L 72,

1) BAMREREE | ERIEEI08 (100%), M
RISEHEIL 8B (80%), KE 26 (20%), MMBERILRE
HAL 9B (90%), HWRM 1B (10%) T HBAEK
HRHUETIIER 8B (80%), Hxh24H (20%) T,
E5h#I12100% TH 5 7= (Table 8),

2) HBHMRBREE  BRRIEFLI06 (40%),
WE4AB (16%), AEF 44%) THYH, HAEFR
FEtEfb1681 (64%), R4 28] (8%), WA 3H
(12%), AE4B (16%) THRABRYEHE CHEL
861 (32%), H#h12B) (48%), ®EXH5H (20%) T,
BXNHEI1180% TH o7z (Table 9),

UTI SR BRERE B ICRES L 728 R % Table 10137R ¥,
BB 2080 T ER) 6 51 (30%), A0 (50%),
EH 4B (20%) T, HEHE0%, RAEERESHITI
R 286 (40%), Hxh2 B (40%), %161 (20%)
THIELO% ThH Y, MBMICELTD LD o7,

AT —TVEBEH 6 BIOAFLFEIL66.7% T, FEEEEH
1981 DHINFB4.2% I X TR RBETH - 72,

4. MEFHHE

1) HBHMREEEE | 52 BEE 2 E. faecalis 1
B, E.coli 9BRDETIORTH ), 2WRIBE L, k5%
H R B & Streptococcus 3 Bk, C. freundii 1 $k T o 7=
(Table 11),

2) VHMRBEREE RS ATEE17EE, 31k
THH, £DH 5254 (80.6%) »iH K, 6K
(19.4%) HFHRFLTBY, REEDWERIE Streptococ-
cus 1 ¥k, C. freundii 1 ¥k, Sematia 2 ¥k, P. aeruginosa
2HRTH o7z, GHHIBE LS. epidermidis 1 ¥k, En-
terobacter 1 ¥k, Flavobacterium 1 Bk, NF—GNR 1 #%,
YLO 2 T# -7z (Table 12),

5. EIfeR
RERSENUFICB T 2EERORETIR, 24
(4.5%) \EMEBBIER 2B 72, B No.37I3MRE
3HEIL, 5555 %FH 245 400 mg/day A 5200
mg/day NDREIITEL M IZTHE L, EBF No.43THR
KIHHECTHZED 22, THLEDOMRICTHEL
720
BRBREBBORELE % Table 13127 L 720 fEH
No.27T# 581 GOT 53, GPT 48 LU./L »*#5% GOT
149, GPT 114 LU/L E LR LTHB Y, FHKEE LB
FhHor6 L0WEEZONLD, E5%128 BD Data i3
GOT 53, GPT 44 LU/L L{ETF L Tw 7z, 5EH) No.39
THREHI, £EY VY 0.89 mg/dl (EH0.34, R
0.55) T 72, H5%, LYY IVY1.3¢ mg/d
(E#0.52, BI#0.82) L LR T/, ZOERIZE
DHERZ L2V OEBRETS b4, FEIRE L BT
HrhbLhwEEL SN,
V. E =

EE, ¥ FUyAVKRBRABROMEERZ D &
T LS, BIEARY MVOIEK, HEHORME, BRI
DELEFICRIIL, ERAERDOTHLE 2 ) 205 5,
BAY 09867 i1, HILWREROHY Y FUy ALK BRE
BIERITH b, (LEMEERITII NFLX L ELTw
%o A#i broad spectrum THWHEHE AL, 1L
A EDEFET NFLX, OFLX, ENX D 2 ~ 4 {5 0HEH
¥RTEEATVEDY,
BERFHRIHTAMIC2ATABE, 75 LBH
KE, /77 0RBEBLOICELALOEBIIBNT
NFLX, OFLX & h & 1 ~ 2 %2, PPA L h & EL
THY, HIPPADTEETH 727 ABHEIZHTL
T S. epidermidis TEH¥3.13 pg/ml LL'F, E. faecalis T
b 2¥R1.56 ug/ml LT EMVHBE N AR LY, 75 4
BUEOELEHETY, E coli 134#0.20 xg/ml LU T
T®H Y, P aeruginosa T$0.20~1.56 ug/ml & FEnt:
MENERL, BEABSh T3 RRERICH~T
broad spectrum T, A»2MWIENERL TV,
AHOUMLR~DOBIT*RAAEHX TH 5 OFLX?,
ENXY & HRBRRRET L 720 BIOLARIBAT Cid, AH)200 mg
PIRRTE DRI SLARTEPIREE DO F3918, 1 B¥RIEE0.07 pg/ml
2 BFMIBE0.23 pg/ml, 4 BEREL0.31 peg/ml THh, 3t
miFit (PI/S) it ENZH0.11, 0.39, 0.71TH - 7=,
OFLX DEILIREMIRE DOFY1E, 200 mg PIIRI%1. 565
I#3.79, 2.5BERIBE2.53, 4 BERIB¥2.02 ug/ml, AHM
HIENENL.92, 1.96, 1.65TH 1, ENX Ti2200
mg PIART 2 B3 OO BT SLAR M PIIR FE 1913155 40 g/ml,
*MFELIZL.69T, KHORLBBE~DOBIT LD 2 #
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Table 6 Clinical summary of gonococcal urethritis treated with BAY o 9867
Case A S D . Treatment s | Puria® Evaluati Side
ge | Sex iagnosis S - ymptom yuria valuation
No. (mg o S sday) Duration effect
+ H .
40 | 35 | M Gonococcal urethritis 100X 2 3 N Fair -
. + H
41 | 20 | M Gonococcal urethritis 100X 2 3 Excellent -
. H #
42 | 23 | M Gonococcal urethritis 100X 2 3 Excellent -
+ +
43 | 28 | M Gonococcal urethritis 100X 2 3 Excellent Diarrhea
. + H#
44 | 40 | M Gonococcal urethritis 100X 2 3 Excellent -
Before treatment
After treatment
Table 7 Overall clinical efficacy of BAY o 9867 by Dr.'s evaluation
Diagnosis No. of cases | Excellent Good Fair Poor Efficacy (%)
Acut.e' uncomplicated 12 9 2 1 91.7
cystitis
Acute unc?rpplicated 1 1 100
pyelonephritis
Complicated .UTI 26 9 10 4 3 73.1
Gonococcal urethritis 5 4 1 80.0
Total 44 23 12 5 4 79.5
Table 8 Overall clinical efficacy of BAY 0 9867 in uncomplicated UTI
Symptom Resolved Improved Persisted Efficacy on
Pyuria Cleared | Decreased | Unchanged | Cleared | Decreased |Unchanged| Cleared | Decreased Unchanged bacteriuria
Eliminated 1 9 (90.0%)
.. | Decreased-
Bacteriuria Replaced 1 1(10.0%)
Unchanged
Efficacy on symptom
on urination 10 (100%) Case total
Efficacy on pyuria 8 (80.0%) 2 (20.0%) 10
] Excelient 8 (80.0%)
Overall effectiveness rate
:J Moderate 2 (20.0%)
10/10 (100%)
: Poor or Failed
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Table 9 Overall clinical efficacy of BAY o 9867 in complicated UTI
Bacteriuria Pyuria Cleared Decreased Unchanged E;?f:rciﬁr?:
Eliminated 8 16 (64.0%)
Decreased 1 1 2 (8.0%)
Replaced 1 1 1 3 (12.0%)
Unchanged 1 2 1 4 (16.0%)
1
Efficacy on pyuria 10 (40.0%) 4 (16.0%) 11 (44.0%) Casezéota
@l Excellent 8 (32.0%)
Overall effectiveness rate
D Moderate 12 (48.0%)
20/25 (80.0%)
: Poor or Failed 5 (20.0%)

Table 10 Overall clinical efficacy of BAY o 9867 classified by type of infection

No. of cases Clinical efficacy Ov.erall
Group effectiveness
(%) Excellent Moderate Poor rate (%)
6
1st group(Catheter indwelt) (24.0) 4 2 66.7
2
2nd group (Post prastatectomy) ( 8.0) 2 100
Single 3
infection | Srd group(Upper UTI) (12.0) 1 2 33.3
4th group(Lower UTI) (3690) 5 4 100
Sub total (8(2)00) 6 10 4 80.0
Sth group(Catheter indwelt)
Mixed indwelt) 5
infection 6th group(No catheter indwelt (20.0) 2 2 1 80.0
5
Sub total (20.0) 2 2 1 80.0
25
Total (100) 8 12 5 80.0

KHRTRRRRThH o720 —7, BIVREB~ORIT
T, AHI200 mg MR % 2 B R 0 B ST BR LR P08 A 13
F191.25 ug/g, *MLiEII32.22TH H, OFLX 200 mg
PR 1%2. 5B 5 ) BT ST BRAL N R © F393.93 ng/g, 2
MiEL1.62 L 12IZRBE O BIFLBITERL TV,

BRIKZ R 2 THERER TH B NFLX®, OFLXS,
ENX"D R T OB E L 7o, HFMEIR BRI |2
B aRKoOFHRE, o 3HIEREI00% &, ER7:
Bt R L7, BIMEMEIRBRIESAE 12 B4 5 KA oA %

1380% (20/25) T& Y, OFLX ®92% (11/21) L h =
RHbHbNDND, NFLX D81.8% (18/22) & [k T,
ENX ©60% (12/20) & h R T 7z, EBRFEHY D
EBIEE T 5L, OFLX Tty 57— 7L EER, %
BRERGINECEINTEST (EIFHM2H, 54
FEA106)), Zhixt LTARTIR2SBh, Hr—F0
HEFITHDHHE 1B 6B, HBEREFIOSE 6 BEAS
BleEHELDTED, 02 LAARE OFLX DR
WOELXLLL LD TIEwhEBbR7, NFLX &
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8L 726, NFLX 31 H600mg (350R) TH20
XL, AANZ400mg (2R ELBTH2IZ62h
b6, RFEIMO BRI 42 BAAE O N T L IEHEIC
ETHrbDEELONT, FHREARRERS FIOEE
BEHER 4 BIEWT, KERLBITHEL, KEIHE
HRERIZOGHEHTH B EEL ORI,
HEAFHHREA L &, BUBRBERIEICBITLE
HEEIX100% (10/10) T, o 3H| & ERICER T

7oo BIMMRBELEAEICS TS HBEKEI280.6%
(25/31) T, OFLX ® 92% (11/12), NFLX @ 88%
(23/26) L HRTR R EETH- 7225, ENX D81%
(21/26) ¢ FE#ETH 7o OFLX, NFLX ¢ FH|OHE
HEROEZ, BRDRLFAKICEERE KEENE
KEabnTRZVRLBbh, BHERAOREER
4.5% (2/44) (L5616, TH1H)) Tdhh,
OFLX ®3.6% (1/28) (8h1%) L 3IERETHH

Table 11 Bacteriological response to BAY o0 9867 in uncomplicated UT1

Isolate No. of strains

Eradicated Persisted*

E. faecalis 1
E. coli 9

Total 10

10 (100%)

Strains® appearing after treatment
Streptococcus 3
C. freundii 1

% : Regardless of bacterial count

Table 12 Bacteriological response to BAY o 9867 in complicated UTI

Isolate No. of strains Eradicated Persisted*
S. aureus 1 1
S. epidermidis 1 1
Staphylococcus 1 1
E. faecalis 3 3
Streptococcus 1 1
E. coli 3 3
C. freundii 1 1
K. pneumoniae 3 3
K. oxytoca 1 1
E. aerogenes 1 1
Enterobacter 2 2
S. liguefaciens 1 1
Serratia 5 3 2
P. mirabilis 1 1
P. aeruginosa 4 2 2
P. cepacia 1 1
Alcaligenes 1 1
Total 31 25 (80.6%) 6 (19.4%)

Strains® appearing after treatment

S. epidermidis 1
Enterobacter 1
Flavobacterium 1
NF-GNR 1
YLO 2

* ! Regardless of bacterial count
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Table 13 Changes in laboratory test results
Deteriorated (Relation to drug)
Item Total No. of cases
Definite Probable Possible Total
RBC 36 (100%) 0 (0%)
Hb. 36 (100%) 0 (0%)
Ht. 36 (100%) 0 (0%)
WBC 36 (100%) 0 (0%)
Baso. 18 (100%) 0 (0%)
Eosino. 18 (100%) 0 (0%)
Neutro. 18 (100%) 0 (0%)
Lympho. 18 (100%) 0 (0%)
Mono. 18 (100%) 0 (0%)
Platelet 30 (100%) 0 (0%)
S-GOT 36 (100%) 1 1 (2.8%)
S-GPT 36 (100%) 1 1 (2.8%)
Al-Pase 36 (100%) 0 (0%)
LDH 20 (100%) 0 (0%)
7-GTP 20 (100%) 0 (0%)
T-Bil. 20 (100%) 1 1 (5.0%)
D-Bil. 20 (100%) 1 1 (5.0%)
BUN 36 (100%) 0 (0%)
S-Cr. 36 (100%) 0 (0%)
S-Na 11 (100%) 0 (0%)
S-K 11 (100%) 0 (0%)
S-Cl 11 (100%) 0 (0%)
No. of cases with deteriorated laboratory test results 2
BELEET, WINL#EKRSTETH -7, BKRKR 3) AX#HE, HIIIERE, KEFe#m, SHME, KR

EEOREXEIIGOT-GPT O LR % 15 (2.8%),
mFEYNVE MED LR % 16 (5.0%) &at2Hlica

&E®, NFLX 0 16] (4.3%) (BUN ®EH), OFLX ®»
161 3.7%) (i) VY fEDLR), ENX D 16l
(3.8%) (GOT - GPT W LH) L HNTIZIZFARETS
NEELBRETH-

DLEDp#E by, FEIGREELEERBENIZIZET
CHOWHBENERL, SIVRAGBITORETHY, K
BMREA T & ORBMERBREE T L THES»OLE
REHTHLELEZ LN,

X 13
1) 320 B A LEREFERBAFLTES, ED
YRI LT, BAY 0 9867 (Ciprofloxacin), [
(i, 1984
2) UTIBFES . UTI ERFMEEE (5. Che
motherapy 28 : 324~341, 1980

4)

5)

6)

153, K#HF5hZz, HILZESL, HREHER | DL-
8280 DRI ARMRE L & VIR BRIEFEIT, WIR
A 30 - 1297~1305, 1984

EHME, HIERE, WRIEHE, AFRIZE, KR
5%, AXHE, K#FLZ, ffE & BER—
DWRBBFIRIC BT B AT-2266 O -
BEPR By ET. Chemotherapy 32 (S—3) : 796~810,
1984

AFRIZE, WREH, EEME, 5K 1, FF
¥, KA, Kk W& K#FLZ, OLF &
REREAE T 5 AM-715 D BERBRE,
Chemotherapy 29 (S—4) - 566~577, 1981
ETHME, WPREH, BAFAZE, RREE 24X
ME, KHoLAZ P WRBFBHFEBIZSB 5 DL-
8280 D HETEM - BRIKHIMET, Chemotherapy 32
(S-1) - 698~707, 1984
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FUNDAMENTAL AND CLINICAL STUDIES ON BAY o 9867 IN UROLOGICAL FIELD

AKIHIRO MizUNO, MASATAKA FUrukAwA, Mikio KisHi, KazuToyo MivaTa, Hirom1 KUMON and HirRoyukr OHMORI
Department of Urology, Okayama University, Medical School
(Director: Prof. H. Oumori)

KaTtsuyosnr Konpo and ATsushl Konpo
Department of Urology, Okayama Red Cross Hospital
(Chief: A. Konpo)

KaTtsuicH1 NANBA
Department of Urology, Okayama Municipal Hospital
(Chief: K. NanBa)

YASUHIRO KATAYAMA
Department of Urology, Tamano Municipal Hospital
(Chief: Y. Katavama)

TERUAKI AKAEDA
Department of Urology, Tsuyama Central Hospital
(Chief: T. AKAEDA)

The antibacterial activity, prostatic concentration and clinical efficacy of BAY o 9867, a new pyridone carboxylic
acid, were studied.

1. The antibacterial activities of BAY o 9867 against E. faecalis, E. coli, Citrobacter, K. pneumoniae, Enterobacter, S.
marcescens, P. aeruginosa generally exceeded those of NFLX, OFLX and PPA.

2. The concentration of BAY o 9867 in the prostatic fluid and tissue after 200mg oral administration to man was
measured. The ratios of prostatic fluid levels to serum levels 1, 2 and 4 hours after administration were 0.11, 0.39 and
0.71 respectively. The ratio of prostatic tissue levels to serum levels 2 hours after administration was 2.22.

3. 44 cases with various type of urinary tract infection (UTI) were treated with BAY o 9867. According to the
criteria of UTI Committee, the overall clinical efficacy rate was 80.0% (20/25) in complicated UTI and 100% (10/10)
in uncomplicated UTL

4. As for the side effects, dizziness was observed in one and diarrhea was observed in one out of 44 (4.5%). On
laboratory data, the elevation of serum GOT and GPT was observed in one case and the elevation of serum bilirubin in

one case.



