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TIHRE LIRSS - NI - = Ea L) - AEABIES
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L= a—F /9 (WA T 5temafloxacin (TMFX)IZD W TR, FREMKR
HEiTo72,

1) ZEBEEMRA ¢ BE R DGRBS IR A HEH 1 2 H5508% 123 B TMFX D MICHE %
MIC2000% X7 A TMEL, ofloxacin(OFLX), ciprofloxacin(CPFX)& DM THEBE L7z, &
7 b [ 1 ER W T & A methicillin-sensitive Staphylococcus aureus, methicillin-resistant S,
aureus, Staphylococcus epidermidis, Enterococcus faecalis, Enterococcus faecium "3+ 5
TMFXDMICoofl 13X T12.5ug/mIATFC, B0 L ILNTENLREDER LI,
=%, 77 LBMAREICH T B MICoo fll 1& Pseudomonas aeruginosa D100 ug/ml, Serratia
marcescens D 12.5ug/ml%E BV TIZTNT313ug/miBAT Th o 720 BIBRICKES L7708
BIIE & DMICoofE TD LTI, Escherichia coli, Enterobacter spp., P. aeruginosatlsxt LT
{&, CPFXIZIZ® RS HAOFLXE XFRSDIMB I H L7ze £ 7:Klebsiella preumoniae,
Indole (+) Proteus spp., S.marcescensiZxt L TIXCPFXIZiZR 45 A A0FLX & b idEn7:
BN EH L7Ze & HIlProteus mirabilistZ LTI UBEE IZH L TMICoofE 12 2%
WER R L7, .

2) BRERMORRES | SMEBMMERE 2230 B & UM R RS 1B D21 K E S .
®E5 L7z, MERMMEERRLISNE T~ CUTIERSFFMERIC X ) FHETTHY, 38H
HETREFAPED T EENTH o7, MBEEHDHRIEIHREBMHEL T, T4
FEHE TR PR B R T 1860 1261 AT UTISERDER M HE - X D SFMETRETH D, sHEHE
TEMAB), BB, BB CHLDFE6.7% Th o720 EBHBNIZH 7 — 7 VEEHIH
26, Pseudomonas sp. % & UHBEREFFIFIET AT/,

Bt EREER B L UBRKRREMBEORE L)L, SRITMFX%2ES L7:2216128C&

DHNIL o7
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1. EBERORET ‘
RERERAE DR & ) Sl L7 S E BRI T 5
TMFXDHE/PMREFE HILBEMICODRE 21T o 720 1

BELABEELR S UICHRE I, methicillin-sensitive
Stdphylococcus aureus (MSSA) 37#k, methicillin-resis-
tant S. aureus (MRSA) 13k, Staphylococcus epidermidis
50%k, Enterococcus faecalis 508K, Enterococcus faecium
50%K, Escherichia coli 508k, Klebsiella pneumonice 50
¥k, Proteus mirabilis 504, Indole (+) Proteus spp. 50
¥k, Enterobacter spp. 50K, Serratia marcescens 50%%,
Pseudomonas aeruginosa 508k TdH 5,

MICOFIE X7 1 F7 » 7 $MIC2000 ¥ AT AL &
D, BREEKIOCFU/mIC T o720 %o ERAKE
ofloxacin (OFLX), ciprofloxacin (CPFX)OMIC % B
L, ZELDORBRE%1T-7,
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HERRIBLRERIIR & 22 L o TR B AL I, # x»

KIBIER | 53~688), BEMIRBEIERIE18BI(H T 1 EBERMRATGLE )

g, WF106l, & 21~7T7TRIDB 215 xR L 1) MSSA (Table 1)

Lo ‘ "MSSA X3 A MICH1E, 0.394g/mIBAT D b Dht
9 HEERSHE 81.1%(30/37 % 5%, FNDE— 7 1l1140.054g/ml T
apE B MM BE 3BT LTI, TMFX300mg% &1, fbo2iHiclt LT mEHEH L1

\AEER DA ST HHEEREREL T o7 £ 2) MRSA (Table 2) ,

1A R R e AE 1880 LT, 150mg% 1H 2 MICHH 1X, 0.39ug/mILLTF @ b DI ZKH T176.9%

E(ES &1%)5 B M 5HIA5156), 300mg®1H1EIH  (10/13)TdH ), OFLXD46.2%(6/13), CPFXD61.5%

£1)5 BERSHIABHTH 5, 12 L TIBEVIMICIH 2 /R TS 2 o 72
BEREDHER, SMHEMMBERALTII3EE L 3) . epidermidis (Table 3)

THEI, SHEERBRLECIRSMAH%sER L S. epidermidisiIxt 3 AMICHEE, WLEVWHHERL

108 B UTISESh AR MZE B (58 SR IS HE U TAT o 7o 7os, €= 2{li130.14g/mITTCCPFXER L TH Y,

FAA0BRNRFTCHEIN-MEOMICHE  OFLXIZH L TR RER B EE L,

i3, BRMEREERREENL DT 7, 4) E. faecalis (Table 4)
AEHCEL T, RERTHRICEMENRERD E. faecalis |\t 3 A MICHEIE, 024g/mIBLED b D
HEYREL 7596 % (48/50) L KE ¥ % /-4, ¥— 7 {E1X0.78

Table 1. MIC distribution of temafloxacin and other quinolones against methicillin-sensitive Staphylococcus aureus

CoDmg o <0025 005 01 02 039 078 156 313 625 125 25 50 100 >100
Temaacn 37 0 16 9 4 1 1 0 2 0 3 1 0 0 0
Ofloxacin ¥ o 1 0 5 15 9 1 1 2 0 2 1 0 0
Ciprofloxacin 37 0 3 4 10 4 2 0o -0 5 5 0o 2 0 2

Table 2. MIC distribution of temafloxacin and other quinolones against methicillin-resistant Staphylococcus aureus

Drug ?t;’w‘l’i <0025 005 01 02 039 078 156 313 625 125 25 50 100 >100
Temafloxacn 13 o 3 1 2 4 o0 1 1 o0 1 0 0 0 o0
Ofloxacin 13 o o o 1 5 4 0 0 o 1 1 0o 1 0

3

Ciprofloxacin 13 0 0o 1 3 4 0 0 0 1 0 1 0 0

Table. 3. MIC distribution of temafloxacin and other quinolones against Staphylococcus epzdermtdts

- Drug gfm:: =0.025 0.05 0.1 0.2 0.39 0.78 1.56. 3.13 6.25 12.5 25 50 100 >100
Temafloxacin 50 .2 4 14 6 3 3 3 6 7 1 0 1 0 0
Offoxacin 50 0 0 1 6 .13 7 3 6 7 3 2 1 0 1
Ciprofloxacin 50 0 9 12 6 1 2 3 10 2 1 3 0 0 1

Table 4.. MIC Qistﬂbuﬁon of temafloxacin and other quinolones against Enterococcus faecalis

. Dl;ll ~ No. of < N

Drug s 0025005 01 02 039 078 156 313625 125 25 50 100 >100
Temaﬂgiacin . 50. 2 0o -0 1 .10 2 7 1 3 0 3 1 0 0
Ofloxacin - 50 . 0 0 0 0 0 5 24 13 -2 1 0 4 1 0
Ciprofloxacin 50 0 .0 :0 &5 3 3 0 0

100 24 4 . 0 1 0
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p#g/mlECPFX LR LTH Y, OFLXIZILL TR REN
AN ARl DA

5) E. faecium (Table 5)

E. faectum |2 X § A MICHH 1, R LAzd ~NTOk
£50.2ug/mlBA EVZ A LT Wiz2t, ¥—21tiik1.56
p#g/mlECPFX LR L THh ), OFLXICH L TR EN
TP ER L7

6) E. coli (Table 6)

E. coli\ZX¢ BMICHHIX, 254g/ml %R L7z 14k % bk
WTFNTO2pg/mIELTFIZH A L, 0.025ug/mlAT
DHDAT6%(38/50)% 5%, OFLX, CPFX & iZiZ[A]
LEOFENI BN EH L7

7) K. pneumoniae (Table 7)

MICO0.39 ug/mlLLF D b D H94 % (47/50) % s,
Y- 7 flii£0.054g/ml £ OFLX & IZITF%, CPFXIzi

RRB LMW TH 72,
8) P. mirabilis (Table 8)

MICO0.39 g/ mI LT O b D H90% (45/50) % Sy ¢
W5AY, OFLX# & UCPFXICH L THE Iz 094

2 'CL/‘fCo
9) Indole (+) Proteus spp. (Table 9)

Indole (+) Proteus spp.iZx+3 % MICHE120.05~6.25
rg/m EMRLEVIAERL, OFLXIZHLTBL 218
B, CPFXIZHLTHBLZ2BBHHHENERLL,

Table 5. MIC distribution of temafloxacin and other quinolones against Enterococcus faecium

Drug ?t:all(l): =0.025 0.05 0.1 0.2 039 0.78 1.56 3.13 6.25 125 25 50 100 >100
Temafloxacin 50 0 0 0 1 5 11 18 10 0 1 1 3 0 0
Ofloxacin 50 0 0 0 0 0 2 6 26 6 1 2 4 1 2
Ciprofloxacin 50 0 0 0 2 3 3 18 11 2 1 6 4 0 0

Table 6. MIC distribution of temafloxacin and other quinolones against Escherichia coli

Drug ?t:au?: =0.025 0.05 0.1 0.2 039 0.78 1.56 3.13 6.25 125 25 50 100 >100
Temafloxacin 50 38 9 0 2 0 0 0 0 0 0 1 0 0 0
Ofloxacin 50 41 5 1 2 0 0 0 0 0 0 0 1 0 0
Ciprofloxacin 50 47 2 0 0 0 0 0 0 0 1 0 0 0 0

Table 7. MIC distribution of temafloxacin and other quinolones against Klebsiella pneumoniae
Drug No.of 095 005 01 02 039 078 1.56 313 625 125 25 50 100 >100
strains
Temafloxacin 50 1 23 10 8 1 1 1 0 0 0 0 0 0
Ofloxacin 50 12 18 8 4 1 4 0 1 1 0 0 1 0 0
Ciprofloxacin 50 28 4 7 8 1 0 0 2 0 0 0 0 0 0
Table 8. MIC distribution of temafloxacin and other quinolones against Proteus mirabilis

Drug  No.% 50025 005 01 02 039 078 156 313 625 125 25 50 100 >10
Temafloxacin 50 0 2 20 20 3 4 1 0 0 0 0o 0 0 0
Ofloxacin 50 8 9 16 14 2 0 0 1 0 0 0 0 0 0
Ciprofloxacin 50 47 1 1 0 0 0 1 0 0 0 0o 0 0 0

Table 9. MIC distribution of temafloxacin and other quinolones against indole (+) Proteus spp.
Drug No.of 025 005 01 02 039 078 1.56 313 625 125 25 50 100 >100
strains
Temafloxacin 50 0 9 15 13 4 5 2 1 1 0 o0 0 0 0
Ofloxacin 50 14 14 -8 6 0 0 3 0 0o 1 2 0 0
1 0 1 0 0 1 1 0 0

Ciprofloxacin 50 41 2 1 0 2
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10) Enterobacter spp. (Table 10) R, CPFXIZH LTIl 220 R A 5445 5 Fi ik
Enterobacter spp. 1= 313 A MICEI30.05~ 25u4g/ml & Thot,
2. FRREORRE

BV 2R L, OFLXX IZF%T, CPRXICH
B2 BB AHENER L, :

11) S.marcescens (Table 11)

S. marcescens V= XF T AMICHH X, ¥— 7 {H43.13
pg/ml& OFLX, CPFXEF UTdh o 7%, MICHES
RCPFXAS R RV T~ o TV o

12) P.aeruginose (Table 12) ;

P, aemuginosa (33 AMICTEIX, <0.025pg/mlH 5
>1004g/ml ¥ IR < 545 LCW72%, ¥ — 2 ik
0.394g/ml CCPFXIZIX45 % 6 DD, OFLXIZHL T1
BREN TV, 7

13) MICso, MICoo COHLEIH M HLB(Table 13)

75 AEMIRE OMRSA, S. epidermidis, E. faecalis,
E. ﬁmmmkﬂ'T AMICs0, MICgoflid, VT b4 M
B LABORRMEESL VEVWETSH), 774K
HRER IO AENERRSENPF SN —F,
79 LSS EEIC BV CILP. aeruginosa, S. marces-
cens \Z ¥t T B MICoo T A5 % 1L 1 100 #g/ml, 12.5
pg/mlCHo 7= LAkE, MICso, MICgo& b 3.134g/ml
BT ERl ) BRAHEN 2R L. o2bE%EL
OWBCIXOFLXICH LT3 IZE%SE 3 72 i K H A%

1) S iR o

S BB IbE 9% 36 D REMI & BRER L % Table 14
KR Lo 3L BIATUTISR RN BEA L s ) ML 4R -4
AL, 3EEWET, PERMTEFTHA, MR
2BICE¥IL, MIMRE2BITHIEALTEY,
ERRA R TR 261, AM1IH L ebFHULTH -
A

T30l L D OMEEN MR IV T NBE, coliTH
H, FNLDHROMICIETNT02ug/mIELFTH o720

2) MR IR B IR KR

BIEFIOFEM % Table 15-1, 15-202R¥, TMFX%
#5 UM RER S SE 1860, UTIIER Al 2L
2 & BRI BEFIZ 1260 Tdh o 1o RAERFIT
1B 7 — 7V B R RYER) 25261, 3FE(L
ERAR B B B B IR HIE) 254 B, 4 BECTF 3R AR s B S i
VA5, 6BE(H T — 7 VI B AR S IR RE) 5161
ThHolz,

5 HE# 5 TOREIEKREIF(Table 16)i%, EZh46]
(33.3%), B%h451(33.3%), EX46(33.3%)THh h#
BENEIZ66.7%(8/12)ThHo10 TEFNEHER

Table 10. MIC distribution of temafloxacin and other quinolones against Enterobacter spp.

No. of

Drug strains =0.025 005 0.1 0.2 039 0.78 1.5 3.13 6.25 125 25 50 100 >100
Temafloxacin 50 0 5 4 1 4 10 17 5 2 0 2 0 0 0
Ofloxacin 50 4 8 1 2 2 19 8 2 2 0 0 2 0 0
Ciprofloxacin 50 8 5 4 16 10 3 2 0 0 1 0 1 0 0

Table 11. MIC distribution of temafloxacin and other quinolones against Serratia marcescens

Drug :It:au?sf =0.025 0.05 0.1 0.2 039 0.78 1.5 3.13 6.25 125 25 50 100 >100
Temafloxacin 50 0 0 3 2 2 6 9 14 8 3 3 0 0 0
Olﬂoxacin 50 -0 0 1 3. 2 3 7 10 6 9 7 2 0 0
Ciprofloxacin 50 2 2 3 3 5 4 9 13 7 2 0 0 0 0

Table 12. MIC distribution of temafloxacin and other quinolones against Pseudomonas aeruginosa
D No. of . ’

Tug strains §0.025 0.05 01 0.2 039 078 156 3.13 625 125 25 50. 100 >100
Temafloxacin 50 1 0 0 1 9 7 2 6 4 6 3 5 4 2
Ofloxacin 50 0 0 1 0 4 11 3 8 3 3 3 7 7 0
Ciprofloxacin 50 5 7 4 5 4 1 5 5 4 2 6 2 0 0
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Table 13. MIC;, and MICy, of temafloxacin, ofloxacin and ciprofloxacin (ug/ml)

Isolates Drug Temafloxacin Ofloxacin Ciprofloxain
Methicillin-sensitive MICy 0.1 0.39 0.39
S. aureus MICy, 12.5 6.25 50
Methicillin-resistant MICy 0.39 0.78 0.39
S. aureus MICy, 3.13 25 >100
S, evidermid MICy, 0.2 0.78 0.20
i o MIC,, 6.25 12.5 6.25
MIC;, 0.78 1.56 0.78
E. faecalis
MICy, 6.25 12.5 25
MIC;, 1.56 3.13 1.56
E. faecium
MIC,, 3.13 50 25
£ i MIC;, 50.025 50.025 £0.025
. colt
MICy, 0.05 0.05 50.025
X MIC;, 0.1 0.05 50.025
o MIC,, 0.39 " 0.78 0.2
MIC,, 0.2 0.1 50.025
P. mirabil
MICy, 0.39 0.2 =0.025
Indole-(+) MIC,, 0.2 0.05 =0.025
Proteus spp. MICy, 0.78 1.56 0.39
MIC;, 1.56 0.78 0.2
Enterobacter spp.
MICg, 3.13 3.13 0.78
MIC,, 3.13 3.13 1.56
S. marcescens
MIC,, 12.5 25 6.25
» MIC,, 3.13 3.13 0.39
T MIC,, 100 100 25

Table 14. Clinical summary of UTI cases treated with temafloxacin (uncomplicated UTI)

Treatment Bacteriuria (Before/After)* Evaluation**
P A(f:? Sex | Dingross | dose | duraton | Symptoms® | Pyur® || | cowt | MICGMD | {rraee [ e s | e
: (mgxtimes) | (days) SPOES | (CRUIm) | 10°CFU/ml octor*
(+) (#)| Eccli | 10 01 | o cetlent | excellent
B -) (=) (=) (=)
1 | 83 | F |acutecystitis | 300x1 1 =)
) #) | E o 1° 02 excellent | excellent
2 | 54 | F |acute cystitis | 300x1 1 o) = ©) © excellent | excellent | (=)
+ #) | Ecoli | 10° 0.1
(+) () wl. good | good
-) +) (-). -
3 | 68 [ F |acutecystitis | 300x1 1 { { )‘ © -)

*before  **day3  ***UTL: criteria proposed By the Japanese Committe

day 3 day 7 Doctor: doctor's evaluation
day 7 day 14 ’

g
=
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Bl TR A L (Table 17), 3RED4BIF3H, 4 Table 181378 L7zo AHN & ) 136k 9bk(69.2%)2¢
HRLTHBY, AL 2-DIES. aurens, L. faccalis, E.

BOSPIETHEBULETHY, 3BED 1B, 1D 261,
BLUGCED BN ENTH 572,
SAMEGHOMBEFNHRE L URSRHIIN E

coli, B & UPseudomonas sp.F—¥Tdh o7, 5%
HBLW IZE. faccalis, E. faecium & P. aeruginosa 0 851 B

Table 15-1. Clinical summary of UTI cases treated with temafloxacin (complicated UTI)

Diagnosi Treatment Bacteriuria (Before/After)* Evaluation**
—BEI0SE. UTl Sid
Case A(yij Sex| underlying |Catheter aroup dose |duration| Pyuria® ) count | MIC(ug/ml) UTE* | doctor*** effecets Remarks
. condition (mg x times) | (days) SPECIES | CFU/m) | 105CFU/mI octor
() | S aureus 107 25
i S 108 25 poot -
chronic cystits : . aureus B
LM prostatic cancer () |G| 150 x2 5 (+) E. faecalis 1.56 )
(+) | E. faecalis 107 25
- 7 poor poor
chronic cystitis E. faecalis 10 _
PP ptertumor | ) [T 025 OO ium 12.5 )
chrouic” (4) |S. saprophiticus| 10° 020 | excellent | excellent
o p | RS | o3l [ 5 | O | @ | O — )
ureteral stone (-) (=) (=) recurrence
chronic (#)| NS 18 | 020 | ot | good
4|68|F % ) |63l soxz | 5 [ )| (o -) (-)
hydronephrosis (#)
chronic (+) E. coli 108 0.39 good good
556 |F [P ) ol anx1 | 5 [ @ | @ | () -)
" renal stone (%) E. coli 10 1.56 recurrence
chronic () E. coli 107 0.05 poor good
pyelonephritis _ - S
6165 |F __neumgenic (=) {G3] 150 x2 5 (%) E. coli 10 (=)
bladder
chronic cystitis *) E. col 0’ 0.05 excellent | excellent
T169[F| newogenic | (=) | G4 | 150x2 | 5 (=) (=) ) (=)
bladder
; 6
chronic cystitis (#) | E oo 10 6.25 good | good
8124 /M| newogenic | (-) [G4| 150x2 | 5 (#) (=) (=) (=)
bladder
o i (+#) | S aureus 10 0.10 good good
9|75 |y | EQSIS |y ] Gl - - -
M eamr | O G4 50x2 | 5 | | (-) -)
—1

BPH: benign prostatic hypertrophy ~ * before treatment
BNC: bladder neck contracture ‘5 days treatment

5 days treatment

after treatment

** 5 days treatment

recurrence

doctor: doctor’s evaluation

***UTI: criteria proposed by the Japanese UTI Committee
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THY, 1260F3BITHD ONI. 12EFTHESN  pg/mBlEDatRIZT~<THRIE L2,

PITHIRE, 13MRISHTT BN A KR & MIC & DB RRIC & B EBDI D BIMEHRIER B & Uk
(Table 19) % A % &, 6.25ug/mlBL T DB TI30.05 HEREEOERSE L21826ic8 WTRZHE
M/mIDE. coli ITBRZIRETRTWHL LM, 125 Nahorz,

Table 15-2. Clinical summary of UTI cases treated with temafloxacin (complicated UTI)

iagnosi Treatment Bacteriuria (Before/After)* Evaluation**
(;a:e A(;S Sex \1?11:91'1;?:153 Catheter ;;L dose  [duration | Pyuria® . comt | MICGg/m) | v,y . efsfﬁs Remarks
i conditon (mgx times) | (days) SPECES | (CFU/ml) | 108CRU/ml docior®
(+): E. coli 107 0.05
chronic q!sﬁﬁs ) excellent | excellent
10 [70 | F | newogemic | (=) |G4| 150x2 | 5 (=) (=) (=) (=)
bladder @) | S. epidermidis | 10° recurrence
@' 3 (+) | E. coli 108 0.1 | eycellent | excellent
11 (7 |m|QRMEOSES |y ol aox1 | 5 | () | () | -)
BPH 0
(‘) (") (') recurrence
()| M. morgamii | 107 0.10 ,
chronic cystitis Pseudomonas sp. 125 poor poor
12 |72 | M| neurogenic (=) |G6] 150 x 2 5 : 7
bladder (+) P. aeruginosa | 10 12.5 =)
| Pseudomonas sp. 12.5
chronic cystitis (+) E. coli 108 0.05 go0d tesfing
urinary invasion | | time
13]61(F of cervical (-) [G4] 300x1 5 () inagpre-
cancer (-) (=) (=) priate
" -
— . () |Pseudomonus sp.| 10 3.13 umkniown ﬁgg
4|77 |M| uethed | (-) |G4] 150x2 | 5 (-) (o Py
stricture magp
() |Pseudomonus sp.| 108 12,0 | piate
. () (-) (=) excellent exchuded
chronic cystitis _y | dueto
15 |64 |M | = | () BWx2| 5 | () [ () | 1 ) | bt
(=) () (). recurrence negative
- - : ded
chronic cystitis (£) ) ) good exdil:m
16 |64 | F | neurogenic (-) 150 x 2 5 (-) (=) (=) =) bacteria
no .
bladder ) = O ecurence | negatve
. (#) (=) (-) good eldd“izd
chronic cystitis | ~ - _y | deb
17 (49 (M B (=) 150 x 2 5 (-) (-) (=) (=) bam
(=) (=) unknown negative
. - - ' cluded
chronic cysttis (+) (=) (-) good . e:ueto
18 [41|{F| newogenic | (-) 1B0x2 | 5 (-) (=) (=) — )| pacteri
- bladder ‘ 10 seaate
(=) (-) (=) recurrence £
BPH: benign prostatic hypertrophy  * before treatment ~ ** 5 days treatment - ***UTL: criteria proposed by the Japanese UTI Comimittee
BNC: bladder neck contracture 5 days treatment recurrence doctor: doctor’s evaluation

after treatment
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REERRECN T AEREE LT=a—F /00 k
WEEATE AV STV H2S, EEHR A
POI0EEM LRV OVHREINTE TN,
FLTIRGIE, 1H1EF 2B 0HKSE T+ &R
EHENEOND EVHFIRAEZ LN D,

TMFXIZE7TEE & VI RVWEERE2AE L, »27
SLBREEREB X UMRSAR &0 727 7 LB HEIREIC
$LTHREVEARZ PV EET B, T HLED
ORI EIF CHEE WM IREAE S, £

MANDOBITHES BAFTH Y, Kb ~idiiMbo £ F 9k
S R IR R D L TH SN A LA T
HB" THHDRD S ARIEILIRERBYGE DEHI B
WTHWARMEAWIRR S, SR D IR RIS i
PRMERR VAT DB ) R RAT 35 & 1SRRI AR
1T o7

1. ZEREIOMRF

HBERITEDR P OME R BRI T A TMFXDHLR ) %
MICgofiliiZ & W OFLX, CPFX& LLiEL 720 &5 L Mtk
BRI TIIMICoofli1Z 4T 12.54g/mA T TH hfzn2

Table 16. Overall clinical efficacy of temafloxacin in complicated UTI
300 mg x 1 or 150 mg x 2/day, 5 days treatment

L Pyuria Cleared Decreased Unchanged Effect‘ on
Bacteriuria bacteriuria
Bliminated [ 4 | 4 8 (66.7%)
Decreased ( ( %)
Replaced ( %
Unchanged 1 3 4 (33.3%)
Efficacy on pyuria 4 (33.3%) 1 (8.3%) 7 (58.3%) C"S‘i?f“al
1  Excelent 4 (33.3%)
overall efficacy rate
[ ]  Good 4 (33.3%) 8112 (66.7%)
| | Poor 4 (33.3%)
Table 17. Overall clinical efficacy of temafloxacin classified by type of infection
300 mg x 1 or 150 mg x 2/day, 5 days treatment
No. of cases Overall
Group (Percent of total) Excellent | Good | Poor efficacy rate
group 1 (indwelling catheter) 2 (16.7%) : 2 0/2
group 2 (post-prostatectomy)
Moromicrob:
°§§$§;§b‘” group 3 (upper UT) 4 (33.3%) 2 1 3/4
group 4 (lower UTI) 5 (41.7%) 2 0 5/5
sub total 11 (91.7%) 4 3 72.7%
group 5 (indwelling catheter)
Polymicrobi
h}:fgiir:n il group 6 (no indwelling catheter) 1( 8.3%) 1 0/1
sub total 1( 8.3%)
Total 12 (100%) 4 4 66.7%
No indwelling catheter 10 (83.3%) 4 2 80%
Indwelling catheter 2 (16.7%) 2 0/2
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PURSRICIL L T o 7o JFISMRSAVIH LT, 4R BRICIE LT3~ 4B MBS, 7 7 ABMBE I L
TSI SRR & 4 e\t MICoofiliA%3.13 g/ ml &, ENIMENEHLTHZ LITR SN,

OFLX(MICoofitl & 25g/ml) & 1 & 3BERE, CPFX(MICqo =75, 77 LRI T BMICoo B IEP. aengi
fif © >100pg/m) &N bOEMIEA o /20 /L nosaT100xg/ml, S. marcescens T12.51g/mTHH 4t
Jaecium (23 LT b MICoofiliAt3.13 g/ ml & ML D 240 i o 7 T L BEVEREEIZ 48§ B MICoo i i1t T~NT313

Table 18. Bacteriological response to temafloxacin in complicated UTI
300 mg x 1 or 150 mg x 2/day, 5 days treatment (12 cases)

Isolates No. of strains Eradicated (%) Persisted Sﬁi;’;ﬁ;ﬁg
S. aureus 2 1/2 1
S. saprophyticus 1 1/1
CNS 1 111
E. faecalis 1 0/1 1 1.
E. faecium 1
E. coli 6 5/6 1
M. morganii 1 1/1
Pseudomonas sp. 1 1
P. aeruginosa 1
Total 13 9 (69.2%) 4 (30.8%) 3
33.3% (4/12 cases) 25% (3/12 cases)
Percentage of persistently infected cases after treatment I ;% 4112 casez

CNS: coagulase-negative Staphylococcus

Table 19. Relation between MIC and bacteriological response to temafloxacin treatment
in complicated UTI (5 days treatment)

MIC (ug/ml) Inoculum size 10° bacteria/ml Not
Isolate d Total
=0.05| 0.1 0.2 0.39 | 0.78 | 1.56 | 3.12 | 6.25 | 12.5 | =25 one
S. aureus 11 0/1 172
S. saprophyticus 1/1 11
CNS 11 11
E. faecalis 0/1 0/1
E. coli 2/3 11 11 1/1 5/6
M. morganii 1/1 11
Pseudomonas sp. 0/1 _O’IIJ
2/3 33 | 272 11 111 o1 | 02 913
Total (69.2%)

No. of strains eradicated/no. of strains isolated
CNS: coagulase-negative Staphylococcus
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‘Microbiological and clinical studies of temafloxacin in urinary tract infections

Masahiro Nishimura, Takaoki Hirose, Mikio Koroku, Midori Mikami
and Yoshiaki Kumamoto
Department of Urology, Sapporo Medical College
Nishi 16, Minami 1-Jo, Chuo-ku, Sapporo 060, Japan

Microbiological and clinical studies of temafloxacin (TMFX), a novel new quinolone
antimicrobial agent, were carried out.

1) Microbiological Study: The MICs of TMFX against 550 strains of 12 species of clinical
isolates preserved at our 'department were determined with the MIC2000 system, and compared
with the antimicrobial activities of ofloxacin (OFLX) and ciprofloxacin (CPFX). The MICgyq's of
TMFX against such gram-positive cocci as methicillin-sensitive Staphylococcus aureus, methicillin-
resistant S. aureus, Staphylococcus epidermidis, Enterococcus faecalis and Enterococcus faecium were
all below 12.5 pg/ml. TMFX exhibited more powerful activity against these organisms than did
the comparative drugs. On the other hand, the MICgq’s of TMFX against gram-negative rods were
below 3.13 ug/ml except for Pseudomonas aeruginosa and Serratia marcescens against which its
MICgp’s were 100 ug/ml and 12.5 ug/ml, respectively. When compared with the other drugs
tested in terms of MICqq 's, TMFX was slightly less active against Escherichia coli, Entérobacter
spééies, and P. aeruginosa than CPFX, but showed about the same activity as did OFLX. TMFX was
slightly less active against Klebsiella pneumoniae, Indole (+) Proteus species, and S. marcescens than
CPFX, but showed more powerful activity than did OFLX. Furthermore, TMFX showed 2
somewhat higher MICgo value against Proteus mirabilis than did either of the comparative drugs.

2) Clinical Study: TMFX was administered to 3 patients with acute uncomplicated cystitis and
18 patients with complicated urinary tract infection, 21 patients in all. All three cases of acute
uncomplicated cystitis were evaluable according to the criteria of the Japanese UTI Committee, and
the efficacy rate was 100%, as determined at day 3 of treatment. In these cases, all three strains
were eliminated after treatment. Among 18 cases of complicated urinary tract infection, 12 were
evaluable according to the criteria of the Japanese UTI Committee. At day 5 of treatment, the
response was excellent in 4 cases, good in 4 cases, and poor in 4 cases, the efficacy rate being
66.7%. The nonresponders included 2 patients with an indwelling catheter and one with an
infection with several species of organisms including Pseudomonas species.

No adverse drug reactions were observed in any of the 21 patients in our series.



