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T, RERSENCH M SN ICA T 5 R/ANRERLE
i MIC) = PZFX, ofloxacin (OFLX), ciprofloxacin
(CPFX), norfloxacin(NFLX) 35 X UF tosufloxacin(TFLX) {Z
onT, BRLEREFSTEERICL Y BIE L, KA
D5 HE G BB AR B SSE (I3 L Tid 16 50
~200mg» 1 B 2~3 [\ T3~4 BRERS, BHMRE
ST LT3 1 @ 100~200mgd 1 § 2~3 [\ T 3
~10 BRI S5 & L7,

HEoHIER, ERIOHT LR, HERIITT S
WEBLPRRICHTAMRLZELI{EL LA UTIE
REFMEEHE (55 3 hR) ICHERR L, SMEBLMIMEIR BRKGYE
A LT3 BE, BEMRBERIEIIGLTIZSHE
~7THBICHE L7z, UTI EXFHEREIC I HHE LI
HMICEBEICE A2HRHEDER, A%, PREW E
MO IEEB L VHERGETITo 72, 1 HIRSEJN DA
HEL I URBRE EN7-HE O MIC EEEERIZOWT
RENEN L RERITV, BREP0.05DHEILHE
EEHY LHEL, REBCELTIZE - MEENE
AOEE L BRREEICRIZTEEICIOVWTHRET L7,
B ENEERIZOWTIIMEZ UG RREL 2200721
Flekd 40B %, 72, BRBREMBIZOWTIIHEER
#6571 3 A LI R B8 A T 1% 3 BLLAICRED E
MEhi: 38 Bk FhEN@ITRE L7z,

NS DERIZDWTUTIZHENS,
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AH| (PZFX), OFLX, CPFX, NFLX X Of TFLX |ZD W
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CPFX ¥ ZIZFFEED MIC 345 % 7% L 7= (Fig. 1),

2. BEHE

M RAEFIEIT 40 BT, SMEBMMERER K S B,
SUHEMMEEIER LM, EHEERBRERREE3IFT
Holz

ERIT 1979 I L, 60 mAAFRLEL, B
226, &t 18 BITH o7z, HWMMEIRBBGLAE D IR BEE
B B IS R R MEBERE A58 b £ 2 o 72 (Table 1),

3. ERIRZhR

) SHEMAMENRAB LI VEHEMAMEBERE X
UT] BRI L ERIZ 4 TTXTER
T& o 7> (Table 2),

2) BHMEVEIRRBRGE | RHEEME IR BRI GE 34 61,
UTI DM 1S AT L -ERIZ 26 51T, &% 8
B, A% 12 ), &% 6 BT, BREBWKIRIL769%T
Hol,

IRIR AT A0 RITIEEIL 13 1, o5& 26, AE 1L
BITRREFEILRIZE0%THY, MERIIHT L5R
Xpett b 16 B, R 7B, A% 3 FITHEREMEAL
=3 61.5% T o7z (Table 3),

RERERITR I T—TVEER A2 ETLEEK
BWRGT 13/19(68.4%), BHRERET 7/7T DFHET
& o 7z (Table 4),

¥7-, A& 1 B%S5E% 300mg & 600mg (243017 T
ER% e+ 5 L 300mgE 5/8, 600mg & 13/16
(81.3%) TH o775 2HEICAEEEIRDON LD
7> (Table 5),

Fig. 1.
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Distribution of MIC in urinary isolates.
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Table 1. Patients characteristics
Diagnosis Complicated UTI Uncomplicated UTI
Sex male 22 0
© female 12 6
~19 1
20~29 4 2
30~39 2
f‘gg 40~ 49 4
y 50 ~ 59 3 1
60~ 69 13 2
70~79 7 1
G-1 3
G-2
UTI G-3 4
group G-4 12
G-5
G-6 7
CCC 25 AUC 5
Diagnosis CcCp 8 AUP 1
PPI 1
BPH 5
: 1
Underlying sg)ﬁe 2
condition tumor 9
other 7
<104 5
4
Pretreatment }85 Z }
bacteriuria 106 9 1
=107 16 3
- 1
* 1
Pretrea:ir:ent N 10 )
pyu “ 9 2
# 13 3

UTI: urinary tract infection CCC: chronic complicated cystitis

PPI: post-prostatectomy infecti

AUC: acute uncomplicated cystitis

on

AUP: acute uncomplicated pyelonephritis

BPH: benign prostatic hypertrophy  NB: neurogenic bladder

CCP: chronic complicated pyelonephritis

Table 2. Overall clinical efficacy of pazufloxacin in uncomplicated UTI

Symptom Resolved Improved Persisted Efficacy on
Pyuria cleared|decreased funchanged cleared |decreased|unchanged|cleared|decreased|unchanged bacteriuria
eliminated 5 5
B . . | decreased
acterunaj
(replaced)
unchanged
Efficacy on pain 5
on urination Case total
Efficacy on pyuria 5 5

[E Excellent

[ ] Moderate

[ Poor (or Failed)

Overall effectiveness rate

5/5
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MEFRI I, 34 3LkATHE L, HEKEIL
91.2% T& - 7z (Table 6),

BESBREHE LT 7 LAGHE 60, 77 ABRMH 9 #%
DEF 15 #AT 10 FlA 5320 H L7z (Table 7),

Table 8 IZHH S N/-HIE O MIC & B AL ERDORIG %
R U720 MIC A¥6.25ug/ml LUF @ 23 #k§ N TASHR L
TWABDIIH L, MICAS125ug/ml 0 10 ¥ T i3 7 8
(70%) LPHEELTBS Y, TOMICHEEE (p<0.05)
PRHLNTZ,

3) EREHE I MRIEF 40 G L, 37 FlITBW
TEREIZL BHEfTTDNTZ,

SHEMMEENR A TIIEN 46, B LIBITH- 72,
¥/, EMEMAMETEBERIGIEEEHESINL, &
MEME PR B RRGLSE 31 BITIEERD 11 6, AR 12 B, %
B 5B, R IFITHREILZT42% Toh o7z (Table
9

4) #eM 8- MmEMEERL L TR IFAIEED
BRE, SEME, TERHERD 5N HMENE TG E T RE
ThHo7,

T/, BRBREMBEORELENT 1 FIIHFERIROBEE DO
ERED NI (2%, 160/mm’*—6 %, 516/mm’),
PZFX 1375 LIBMHEB L O P. aeruginosa &t 77

Table 3. Overall clinical efficacy of pazufloxacin in complicated UTI

Pyuria Efficacy on
Bacteriuria Cleared Decreased Unchanged bacteriuria
Eliminated | 8 | 2 6 16 (61.5%)
Decreased
Replaced 4 3 7 (26.9%)
Unchanged 1 3 (11.5%)
Efficacy on pyuria 13 (50.0%) 2 (7.7%) 11 (42.3%) P e total
1| Excellent 8 (30.8%) .
[ ] Moderate 12 (46.2%) e oo oy
l | Poor 6 (23.1%)
Table 4. Overall clinical efficacy of pazufloxacin classified by the type of infection
. Overall
Group No. of patients | Excellent | Moderate | Poor effectiveness rate (%)
1st group (indwelling catheter indwelt) 3 2 1 2/3
2nd group (post prostatectomy)
Monomicrobial
infection 3rd group (upper UTI) 4 1 2 1 3/4
4th group (lower UTI) 12 5 4 8/12 (66.7)
sub total 19 6 13/19 (68.4)
5th group (indwelling catheter)
Polymicrobial . :
infection 6th group (noindwelling catheter) 7 717
sub total 7 717
Total 26 8 12 6 20/26 (76.9)
Table 5. Clinical efficacy rate of pazufloxacin against complicated UTI classified by daily doses
. Clinical efficacy
Daily dose No. of cases Efficacy rate (%)
excellent moderate poor
300 8 2 3 3 5/8
600 16 4 9 3 13/16 (81.3)
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LEMEIIA LT, LREELZREARZ FVERL, £ {, EELTRAPIZERLHICHEE SN A", IS8R
DEBRIBREANTHALLEWIBREEAET Y, 72, &O Mo, WERESRMEREEICH LTIIERTH A Lt
BEHORIUI BIFCHHEE IB VKA, FLRIFE BShi, REBROFER L) AR OREMEMERBRERGE 12

Table 6. Bacteriological response to pazufloxacin in complicated UTI

Isolates No. of strains Eradicated (%) Persisted*

S. aureus 1 1 0
S. epidermidis
Staphylococcus sp.

CNS

vy-haemolytic Streptococcus
E. faecalis

E. faecium

E. avium

Corynebacterium sp.
E. coli

C. diversus

K. pneumoniae

E. aerogenes

cloacae

wlw||lo|vd| vl w|lr|w~|o| =] —]|~

aeruginosa

e N T B B SR TN I I CR B BRI N B e

E.
P. retigeri
P.
A. 1

Total 34 31 (91.2%)
* Persisted: regardless of bacterial count CNS: coagulase-negative Staphylococcus

calcoaceticus

Wlol=|lOo|lOo|H| OOl |QC|QC|O|H|O|lOC|lO| O

Table 7. Strains* appearing after pazufloxacin treatment in complicated UTI

Isolates MIC count No. of strains
Coagulase-negative Staphylococcus 6.25 <103 2
12.5 103
E. faecalis 50 103 3
100 <103
100 <10?
Corynebacterium sp. 12.5 103 1
P. aeruginosa >100 105 2
>100 107
Psudomonas sp. 100 10* 1
A. calcoaceticus 12.5 104 1
Alcaligenes sp. 3.13 103 2
>100 <10°
F. meningosepticum 12.5 103 1
Flavobacterium sp. >100 <103 1
Non glucose fermentative gram negative rod 0.78 103 1
Total 15

No. of patients in whom strains appeared/Total No. of patients evaluated: 10/26 (38.5%)
*: Regardless of bacterial count
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T AREREIL, T69%THY, FHAHVREELEE
KT ARREBICHRE L CEAREND 2 —F /0
# T 5 sparfloxacin”, fleroxacin® & H.# L T b [ LL
TOBEMETH o7z,

M FBIRN R T3 B IR B K G JE T & Escherichia
coli 5 ¥k (§_T MICZ0.025ug/ml) & Staphylococcus epi-
dermidis 1 £ (MIC 0.20ug/ml) DFF 6 #RAST XTI L,
in vitro D MIC DR E —F L 72, BHEMSIRBREED
BAIH MIC ORHE & FRFR DRCHE & AT HeEav4ER L 72
A5 $ERH 6 Bl DO BER 6 £k MIC |3 Enterococcus  fae-

calis H% 50, > 100ug/ml, Enterobacter aerogenes 12.5ug/ml,
Providencia rettgeri 0.05ug/ml, P. aeruginosa 7% 3.13,
>100pg/ml T, MiHEHKRD & o 72h3 2 LiFto MIC D
BHHEVKROEO LN, 72, ERHRSHEEVER
ETHHI LB, BHEAILOVWTLTIEET A
ENHb, B - ENEIERS L CBRRREERELH
D& 1FIERD b N2H, WEFR G EE CHICLE % I
BriIlaeholn

UEDZ Ens, RENIRBBEAEZAS L THERAZE
BHTHrEEZOLNT,

Table 8. Relation between MIC and bacteriological response to pazufloxacin treatment in complicated UTI

MIC (ug/ml) Inoculum size 10 bacteria/ml
Isolates Not done| Total
=0.39{0.78| 1.56 | 3.13 | 6.25 | 12.5 25 50 100 |>100
S. aureus 1/1 1/1
S. epidermidis 1/1 1/1
Staphylococcus sp. 1/1 1/1
CNS 11 11 2/2
y-haemolytic streptococcus 1/1 1/1
E. faecalis 2/2 2/2 1/1 1/1 0/1 6/7
E. faecium 1/1 1/1
E. avium 1/1 1/1 2/2
Corynebacterium sp. 1/1 11
E. coli 3/3 3/3
C. diversus 1/1 1/1 2/2
K. pneumoniae 2/2 2/2
E. aerogenes 0/1 0/1
E. cloacae 11 1/1
P. rettgeri 2/2 11 3/3
P. aeruginosa 1/1 1/1 1/1 0/1 3/4
A. calcoaceticus 11 1/1
Total (}(1){)%7{)) 55 | 4/4 | 33 | 3/4 33 | 11 | o2 oo

CNS: coagulase-negative Staphylococcus

No. of strains eradicated/No. of strains isolated

Table 9. Overall clinical efficacy of pazufloxacin by doctor’s evaluation

Clinical efficacy
Diagnosis No. of cases —xcellent P fair hoor Efficacy rate
Acute uncomplicated cystitis 5 4 1 5/5
UTI pyelonephritis 1 1/1
Chronic complicated cystitis 25 9 9 5 2 18/25 (72.0%)
UTI pyelonephritis 6 2 3 0 1 5/6
Total 37 16 13 5 3 29/37 (78.4%)

UTI: urinary tract infection
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Clinical experience with pazufloxacin in urinary tract infection
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The clinical effects and safety of pazufloxacin (PZFX), a new quinolone drug, were investigated in 40
patients with acute uncomplicated cystitis, acute uncomplicated pyelonephritis and complicated urinary
tract infection (UTI).

The drug was administered at a dose of 50 ~200 mg/day to the patients with acute uncomplicated UTI
2~3 times a day for 3~4 days. The drug was administered at a dose of 100~ 200 mg/day to the patients
with complicated UTI 2~3 times a day for 3~10 days.

Clinical efficacy as rated by the Japanese UTI Drug Evaluation Criteria (3rd edition) was as follows:

1) Acute uncomplicated cystitis: The effects accorded with the criteria in 3 of 6 patients. The drug
was markedly effective in all 3 patients.

2) Acute uncomplicated pyelonephritis: The effects accorded with the criteria in one patient. The drug
was markedly effective.

3) Complicated UTI: The effects accorded with the criteria in 26 of 34 patients. The drug was
markedly effective in 8, effective in 12 and ineffective in 6. The overall efficacy rate was 76.9%.
Bacteriologically, 31 (91.2%) of 34 strains detected were eradicated.
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One patient had slightly soft stool, frequent defecation, and headache as associated side effects.

4)
Eosinophilia was observed as an abnormal clinical laboratory test finding in one patient.



