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MR 23 R&IFE 12 044 5 fleroxacin (LIF FLRX) &E#E, “atts L AR L ZBHNIC
Fifi 4 5 HEIT, ofloxacin (LI'F OFLX) ##¥K: L - —EEREEKABRETERL 72, R

HBISMBEEM AL & NICBESGERRE (BMAEXR - UIARREATXROSHME,

ek o o B LILRIE - RE XS - AR - IARMESE - BRIOMER#SR% e Y) & L7z, 18
5 &3, FLRX #9300 mg, OFLX #5600 mg T, WAl LT 14 ARESEE RS L, UTF
DEEAEF 1872,

1) NEESHEIC L 2K RIE, FLRX B 82.3 % (116/141), OFLX 2 83.6 % (117/140)
NDEMEBTH - 172, KRB TIIMEMEM2ICE VT, &% 89.4% (42/47), 93.2% (41/
44), BHSUERIPIEICE VT T779% (67/86), 77.3% (68/88) TH N, MEAIBERICAFE
BEDLNLH -T2,

2) MIE¥ezhRIz, ©fEFTFLRX &, OFLX B &~ 75.0% (57/76), 70.1 % (47/67)
DHEIHEERTH - 172, MBS T 100% (20/20), 78.6% (11/14), @S EEYSE T
655 % (36/55), 67.3% (35/52) NEMHKEXETH "N, MERHBERICHATERIEZDHLNLH» >
72,

3) BIfEAIZ, FLRX BT4.7%(7/148), OFLX BT 5.7 % (9/157), EERKREMBEIT &
2 13.8 % (19/138), 19.6 % (28/143) i2BH b 1L7zh, EBL LOTIZ A (, MERIBREICH
FERIDHLN LD -T2,

4) JNEESWEIC L 2 HAEZ, 26T, FLRX B 82.3 %(116/141), OFLX # 79.9 % (115
/144) THN, WERBEICHEEZIZOLN L1 -T2,

LlEom#sgt N, MRS RYE 0 iG#IC 817 5 FLRX 1 H 300 mg #5142, OFLX 1 B 600
mg N5 L EMIC, BREFRMEYG D 2 Z ErHIE N,
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Table 1. Items and schedule of laboratory tests

Day of treatment

Item Before Day 3 Day 7 Day 14
Chest roentgenography O r b4 O
Sputum culture @) O O
CRP O O O O
ESR (1 h value) ©) O @) O

IHA 44 r
Mycoplasma antibody
CF 44 w
Cold hemagglutination w b4
Chlamydia antibody %4 h*4
erythrocytes O O O
hemoglobin O O O
Blood hematocrit O O (@]
analysis leukocytes O @) O O
leukogram @] @) O O
platelets O O o]
S-GOT O O O
S-GPT O ©) O
Al-P O O O
Hepatic LDH O O @]
function test r-GTP @) @) @)
LAP O O O
total cholesterol O O O
bilirubin O O O
Renal BUN O ©) (@)
function test S-creatinine O O O
sugar @) O 0]
protein O O @]
Urinalysis
urobilinogen O O O
sedimentation O O O
Direct Coombs’ test [ J [ ]
PaO: [ ] [ ]
Arterial
blood gas PaC0: hd hd
pH ® ®
Blood culture ®

QO: indispensable, @: should be performed as often as possible, ¥r: indispensable (pneumonia group)
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KA B, MAABEE, A Y TS, oo )b
o—J7—/NERSHENC, EHEKNRRL 2 etER o
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BoEA) LRSS 05 (IER) ~10 25 (FTHE) 3

I BB 45 T, MM RO~ A 2777
22 Mlige (LA N MP), Dot 8% (3L PAP) %
DIMBEHMROBEEA G LB EM L E L T ds,
LA IMERR R DM I ML & B E L

MU itk & SO (CF HUtAill), Y182 A% il K e 3 S
W (THA Hitkfli) Ao it T 44500 b Lk L 7 £
B, & 7:43 CF Hifkfitinc 64 15 L4 1., THA $HugkdiAe 320
& LL E i B,

PAP =4 277 Z=hikilio |5 % B3 i
BEMROE 512 {5 LA LT, W6, A ke 52 14 & 50 Mk L
i,

T 1 EKBEICIREL, HEOREE L 72, WU, BRI BRI DTS, EilGERAECHK
Table 2. Criteria for judgement of utility
Side-effects and Clinical efficacy
Laboratory abnormality excellent good fair poor unevaluable
None # + + - ?
mild + + + - ?
Yes moderate t + = - =
severe - - - — —
+: markedly useful, +: useful, +: slightly useful, —: useless, ? . unevaluable
Table 3. Evaluation criteria of symptoms, signs and laboratory findings
Degree
Symptoms and signs
1 2 3 4
Body temperature (°C) <37 37~<38 38~<39 239
Cough - + 4
Volume of sputum (ml) - <10 ml/day (+) 10~<50 ml/day (#) =50 ml/day (#)
Property of sputum - PM P
Dyspnea - + n
Chest pain - +
Rales - + +
Cyanosis - +
Dehydration - +
WBC < 8,000 =28,000~<12,000 =12,000~<20,000 220,000
ESR (mm/h) =19 20~39 40~59 260
CRP - +~3+ 4+~5+ 26+
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Table 4. Case distribution

Included Pneumonia group
fleroxacin 141 fleroxacin 55
ofloxacin 140 ofloxacin 52
Total 281 Total 107
——  Efficacy —— NS NS
Excluded Chronic RTI group
fleroxacin 16 fleroxacin 86
ofloxacin 21 ofloxacin 88
 Total ¥  Total 174
Included

fleroxacin 148
ofloxacin 157

Total 305

—— Side effects — NS

Excluded

fleroxacin 9
ofloxacin 4

Total 13

Total number
of patients

fleroxacin 157
ofloxacin 161

Included
Total 318
fleroxacin 138

ofloxacin 143

Total
Abnormal ° 281

—— laboratory — NS
findings

Excluded

fleroxacin 19
ofloxacin 18

Total 37

Included

fleroxacin 141
ofloxacin 144

Total 285

— Utility — NS

Excluded

fleroxacin 16
ofloxacin 17

Total 33

RTI: respiratory tract infection
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Table 5. Reasons for exclusion from evaluation

Clinical Side Laboratory .
. o Utility
Reasons efficacy effects findings
fleroxacin ofloxacin fleroxacin ofloxacin fleroxacin ofloxacin fleroxacin ofloxacin

Diseases not included in protocol 5 5 5 5

(Lung cancer and pleurisy) (n (1)

(Lung cancer) (1) (1)

(Atypical mycobacterial disease) (1) (1 (1) (1)

(Pulmonary infiltration with eosinophilia) (1) (1)

(Upper respiratory tract infection) (1) (2) (1) (2)

(Acute bronchitis) (1) (1) (1) (1)
Severe underlying disease 1 2 2 1
Duplicated treatment with test drug 1 1 1 1 1 1 1 1
No visit after treatment 3 3 3 3 3 3 3 3
Clinical symptoms of infection unclear 1 5 1 5
Concomitant medication with antibiotics 2 2 2 2
Additional medication with steroid 1 1 1 1
Clinical course unclear 2 4 2 3
Deficient dosage (due to side effect) 3
Laboratory findings unsatisfactory 10 14

Total 16 21 9 4 19 18 16 17

LZ-RERIGONE, HBLZ L LICEEEYHEL T,
HIEEIR, B5ETELEEYRE, H5hibic
EoBArhEE, WESTBREDTRICVETD
SIOUBEEERE L, 272, BERREMBEREOH
EREIILUTFOEEN & L1,

OEHE—REHE

BIfED 20 KU L EEN* BRE T 5,

QR¥EBE-R¥E

BED 2 5L LXK Z BRE LT 5,
Q@ANKREFBHIZCOWTIR TRHROBIEL RE LT 5,
B mERE © 3,000/ mm? ki
MERERE D 10 %Ll b, F 23 ESIEE L T500/
mm3Ll E
M/ R% 0 10 5 /mm’ ki

th, EIUSNNEBIZOWTIE, EHERDIEER
1% 72,

FHRMI: Table2 nE#IZ L72h T, 2hDHTH
H, AR, 20HH, BATL D4ERF2IZHE
TRETHEL 72,

K - AT R, BERRARENEEEIC DOV TR EE

ErFAaLicimL 22 SEFDERK - FrR, ERKENE
DIHE & 7 HERKRA A DT Table 3 DL #(
¥OWTXAL, H#53HH% 7HHE 14 BEOKH
iR,

8. Key code OB, T— 5 i

Jrbo—7—BIUWNERSICLY, EFIDEY
BOHRES NI, ERSOERERIBLELSE F
N, NERSOHESRHE (EFIDRTE, ¥4, &
M, BREKZDE, MIBEAHE, BIEM - BAREME
B L UARY) IcowWTHE, #EEn, RFol
WZ L AL, 2EMAIFEELE 3 to—F
—#%* key code #FH L 72,

REFFEIL, T— 7 OWHECREIIZIE L T Wilcox-
on DIELLHIRTE, x*RE, Fisher 7 i MR i %
vz, BEKEIWRS %E L, b, BEYSE
DR N DFIEICIE, —#{bIL5k Mantel-Haenszel i
FRW,

. & B KR %
1. B/ GEFHE L UBITREIE (Table 4)
KiGB OB 5 FEFI#IZ 318 #) (FLRX Bf 157 {1,
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Table 6. Background of patients: diagnosis
No. of ) ) Statistical
Diagnosis Fleroxacin  Ofloxacin .
cases analysis
Total 281 141 140
Pneumonia group 107 55 52 NS
Chronic RTI group 174 86 88
pneumonia 91 47 44
mycoplasmal pneumonia 13 6 7
Pneumonia
primary atypical pneumonia 1 1 NS
group
psittacosis 1 1
lung abscess 1 1
chronic bronchitis 83 41 42
bronchiectasis with infection 50 29 21
diffuse panbronchiolitis 18 7 11
Chronic . T .
bronchial asthma with infection 5 2 3
RTI NS
pulmonary emphysema with infection 6 2 4
group
pulmonary fibrosis with infection 2 1 1
old pulmonary tuberculosis with infection 9 4 5

lung cancer with infection

RTI: respiratory tract infection

OFLX B 161 Bl) TH ", HohtEnHtilL, BRIHEH)
37 % B\ 72 281 B (FLRX 141 %1, OFLX £ 140 #1)
12DV TAT - 72 BITER O 313 13 5 % B\ 72 305 61
(FLRX #f 148 %5, OFLX & 157 ) i D TATV, BR
AR R 0 FHEIE, 37 B % K< 281 # (FLRX &
138 5, OFLX B¥ 143 ) i= >\ THT» 72, HARKEDF
i, BEARZYRIRRSEFICRBIER D28 9 o kil TH
kL7 4B %z 7z 285 %) (FLRX & 141 #l, OFLX
B 144 B)) I2oWTAT- 72, MEXERIZBENT, B

N AERCER LR IO LN LT, 4B,

SEMEEBIC BV TOBRASLBENERIL, Table 5
IZ—45L TRL 72,

2. WEHFOKES

BRI R B 281 Bl DWT, FHEOEERTF
%4, BBt MM SOERRYER IR L TR L
2.

1) ZHs

IERLEFERENSFICLVFEINIZZHAIC
S\, MEXBEMICEN LR ZEBH LU -
7> (Table 6),

2) %, W, KE, AR - Sk

WTFNOHBIZBEWTL, mEABERICARELRY
1386 h » 72 (Table 7).

3) HAEFE, EEEAD - S0HE, AIRSHERL 6
A%, #5 Wi

WTNOBEBIZENTH, MEAHBEMICEELRY
I38H L h - 72 (Table 7).

4) wzZEOEK - R

5 B850 ) (3 IMERBELPEIC 5 T 2B T, FLRX
BOHIZEWER»EABENED LMD, £D
fhootkia, uZmk, UEKHKE - tEiK, ORIRREE, MeiE, W
073, BAKERK F7 /—+, ESR (erythrocyte
sedimentation rate), CRP (C-reactive protein) O
HiEK - TR B L UREBEBOVWTHOBEBIZB T,
R BRI EE LR 22D Lk~ 7- (Table
8),

MR X o) s34 % Table 9 (2R L 72, M3EAIR
FUICEZEZRN D LNLHh 572,

5 BARESL L UERRTH

NERSICTRAEFHEE S N ERIIT TR
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Table 7. Background characteristics of patients
Total cases Pneumonia group Chronic RTI group
Item fleroxacin ofloxacin Statistical fleroxacin ofloxacin Statistical fleroxacin ofloxacin Statistical
141 140 analysis 55 52 analysis 86 88 analysis
male 81 71 29 22 52 49
Sex NS NS NS
female 60 69 26 30 34 39
~29 7 13 7 7 6
30~39 11 13 7 9 4 4
40~49 14 11 7 4 7 7
Age (years) 50~59 27 21 NS 9 8 NS 18 13 NS
60~69 42 36 14 11 28 25
70~79 32 38 11 11 21 27
80~ 8 8 2 8 6
~39 17 19 5 4 12 15
40~49 48 43 15 15 33 28
Body weight 50~59 47 46 22 21 25 25
NS NS NS
(kg) 6069 15 18 7 7 8 11
70~ 3 4 2 1 1 3
unknown 11 10 4 4 7 6
In/ out 74 73 20 20 54 53
n-
in 57 60 NS 27 28 NS 30 32 NS
out-patients
in + out 10 7 8 4 2 3
Severity mild 99 97 41 36 58 61
NS NS NS
(Committee) moderate 42 43 14 16 28 27
Underlying no 68 69 33 35 35 34
diseases and NS NS NS
complications yes 73 71 22 17 51 54
Pretreatment no 123 117 44 41 79 76
with yes 16 17 NS 9 6 NS 7 11 NS
antibiotics unknown 2 6 2 5 1
Concomitant no 63 53 34 22 29 31
NS NS NS
drug yes 78 87 21 30 57 57
Duration of 3~7 17 27 5 8 12 19
treatment 8 ~13 42 23 NS 14 7 NS 28 16 NS
(days) 14 82 90 36 37 46 53

RTI: respiratory tract infection



Table 8 1. Initial symptoms of patients

Total cases Pneumonia group Chronic RTI group
Item fleroxacin ofloxacin Statistical fleroxacin ofloxacin Statistical fleroxacin  ofloxacin Statistical
141 140 analysis 55 52 analysis %6 88 analysis
<37 48 53 12 9 36 44
Body 37~ 60 54 24 23 36 31
temperature 38~ 27 22 NS 17 13 NS 10 9 NS
(M@ <39 5 11 2 7 3 4
unknown 1 1
- 5 2 3 1 2 1
+ 76 71 27 28 49 43
Cough NS NS NS
# 59 67 25 23 34 4
unknown 1 1
- 4 9 4 9
+ 54 48 32 27 2 21
Volume of
+ 72 68 NS 18 14 NS >4 54 NS
sputum
H# 11 14 1 1 10 13
unknown 1 1
- 4 9 4 9
Property of M 6 10 4 8 2 2
NS NS NS
sputum PM 61 57 26 19 35 38
P 70 64 21 16 49 48
- 93 92 46 41 47 51
+ 38 39 8 8 30 31
Dyspnea NS NS NS
+ 7 6 1 1 6 5
unknown 3 3 2 3 1
- 121 119 48 37 73 82
Chest pain + 16 18 NS 7 13 NS 9 5 NS
unknown 4 3 2 4 1
- 36 39 22 21 14 18
+ 83 77 32 27 51 50
Rales NS NS NS
+ 21 24 1 4 20 20
unknown 1 1
- 133 129 53 4 80 85
Dehydration + 4 7 NS 2 5 NS 2 2 NS
unknown 4 4 3 4 1

RTI: respiratory tract infection
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Table 8-2. Initial symptoms of patients
Total cases Pneumonia group Chronic RTI group
Item fleroxacin ofloxacin Statistical fleroxacin ofloxacin Statistical fleroxacin  ofloxacin Statistical
141 140 analysis 55 52 analysis 86 88 analysis
- 131 130 54 49 77 81
Cyanosis + 4 6 NS 1 NS 3 6 NS
unknown 6 4 3 6 1
<8,000 51 66 17 24 34 42
8.,000= ~<12,000 54 51 24 17 30 34
WBC w:
12,000= ~ <20,000 33 22 12 10 NS 21 12 NS
(/mm?3) P.=0.026
20,000= 2 2
unknown 1 1 1 1
<20 22 25 4 3 18 22
ESR 20=~<40 36 34 13 11 23 23
40=~<60 26 26 NS 10 10 NS 16 16 NS
(mm/h)
60< 44 43 23 23 21 20
unknown 13 12 5 5 8 7
- 10 11 1 9 11
+~3+ 70 64 24 15 46 49
CRP NS NS NS
4+ ~5+ 43 42 18 20 25 22
6+ ~ 18 23 12 17 6 6
RTI: respiratory tract infection
Table 9. Initial chest X-ray findings of patients with pneumonia
Score -
No. of Statistical
cases 1, g9 g 7 6 5 4 3 2 1 o analsi
P . fleroxacin 55 1 1 6 6 14 22 5
neurmnonia
NS
group ofloxacin 52 3 6 10 16 14 3
. fleroxacin 47 1 1 5 5 11 19 5
Bacterial
NS
pneumonia

ofloxacin 44 1 6 7 14 13 3
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Table 10. Causative organisms

Total cases Pneumonia group Chronic RTI group
Causative organism Statistical . ~ Statistical ) ~ Statistical
fleroxacin ofloxacin fleroxacin ofloxacin  fleroxacin ofloxacin .
analysis analysis analysis
Monon-'licro!aial‘ infec-tion 68 62 NS 21 15 NS 47 47 NS
Polymicrobial infection 11 6 2 0 9 6
S. aureus 3 4 1 2 2 2
GP S. pyogenes 1 1
S. pneumoniae 9 13 4 7 5 6
E. faecalis 1 1
Sub-total 14 17 7 9 7 8
B. catarrhalis 2 1 2 1
H. influenzae 26 24 10 6 16 18
E. coli 1 1 1 1
C. diversus 1 1
K. pneumoniae 2 2 1 1 2
K. oxytoca 1 1 1 1
GN E. cloacae 1 1
S. marcescens 1 1
P. aeruginosa 15 14 1 14 14
P. acidovorans 1 1
A. calcoaceticus 1 1
A. lwoff 2 1 2 1
NF-GNR 1 1
Sub-total 54 45 14 6 40 39
S. pneumoniae + S. aureus 1 1
S. pneumoniae + E. coli 1 1
S. pneumoniae+ H. influenzae 1 1 1 1
S. pneumoniae + Haemophilis sp. 1 1
S. pneumoniae + P. aeruginosa 1 1
S. p + K. pr 1 1
S. aureus + P. aeruginosa 2
S. aureus+ H. influenzae 1 1
P. aeruginosa+ X. maltophilia 1 1
P. aeruginosa+ A. calcoaceticus 1 1
P. aeruginosa+ A. anitratum 1 1
E. coli+ A. calcoaceticus 1 1
H. influenzae + B. catarrhalis 1 1
K. pneumoniae + K. oxytoca 1 1
H. infl +P. aerug +K. p 1 1
Sub-total 11 6 2 0 9 6

RTI: respiratory tract infection
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Table 11. Susceptibility distribution of causative organisms judged by committee
(inoculum size: 10° cells/ml)

MIC (ug/ml)

Statistical
Drug Treatment Total lysi
S0.®5 0.05 0.1 0.2 039 078 1.56 3.13 6.25 12.5 analysis
fleroxacin 4 3 3 3 6 4 1 1 4 4 33
Fleroxacin NS
ofloxacin 3 4 2 1 3 4 3 3 8 31
fleroxacin 5 2 4 2 7 2 7 2 1 1 33
Ofloxacin NS

ofloxacin 6 1 2 1 4 3 11 2 1 31

Table 12. Clinical efficacy judged by committee

. . No. of Efficacy*’ Statistical
Diagnosis Treatment Excellent Good Fair Poor .
cases rate (%)  analysis
fleroxacin 141 24 92 11 14 82.3
Total cases NS
ofloxacin 140 18 9 9 14 83.6
Bacterial fleroxacin 47 7 35 4 1 89.4 S
N
P . pneumonia ofloxacin 44 4 37 2 1 93.2
neumonia
group fleroxacin 55 8 41 4 2 89.1 .
N
ofloxacin 52 8 41 2 1 94.2
Chronic fleroxacin 41 9 24 2 6 80.5 F:
bronchitis ofloxacin 42 7 33 1 1 9%5.2 P.=0.048
fleroxacin 29 4 22 2 1 89.7
Bronchiectasis ) NS
Chronic RTI ofloxacin 21 2 13 4 2 71.4
group fleroxacin 16 3 5 3 5 50.0
Others® NS
ofloxacin 25 1 12 2 10 52.0
fleroxacin 86 16 51 7 12 77.9 S
N
ofloxacin 88 10 58 7 13 77.3

*) Excellent +good

® Diffuse panbronchiolitis, bronchial asthma, pulmonary emphysema, pulmonary fibrosis, old pulmonary
tuberculosis and lung cancer with infection.

RTI: respiratory tract infection
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Table 13. Committee's assessment of clinical efficacy classified by initial severity

No. of ) Efficacy” Statistical
Diagnosis Severity  Treatment Excellent Good Fair  Poor .
cases rate (%) analysis
fleroxacin 99 13 71 5 10 84.8
mild NS

ofloxacin 97 8 73 6 10 83.5

Total cases

fleroxacin 42 11 21 6 4 76.2
moderate NS
ofloxacin 43 10 26 3 4 83.7
fleroxacin 35 3 30 1 1 94.3
mild ) NS
. ofloxacin 32 1 30 1 96.9
Bacterial
pneumoma fleroxacin 12 4 5 3 75.0
moderate ) NS
P . ofloxacin 12 3 7 1 1 83.3
neumonia
group fleroxacin 41 3 3% 1 2 92.7
mild NS
ofloxacin 36 2 33 1 97.2
fleroxacin 14 5 6 3 78.6
moderate NS
ofloxacin 16 6 8 1 1 87.5
fleroxacin 29 6 18 1 4 82.8
mild ) NS
Chronic ofloxacin 27 4 21 1 1 92.6
bronchitis fleroxacin 12 3 6 1 2 75.0
moderate NS
ofloxacin 15 3 12 100
) fleroxacin 18 2 14 1 1 88.9
mild NS
ofloxacin 18 2 11 3 2 72.2
Bronchiectasis
fleroxacin 11 2 8 1 90.9
moderate i -
Chronic RTI ofloxacin 3 2 1 66.7
group ) fleroxacin 11 2 4 2 3 54.5
mild NS
ofloxacin 16 8 1 7 50.0
Others®
fleroxacin 5 1 1 1 2 40.0
moderate NS
ofloxacin 9 1 4 1 3 55.6
) fleroxacin 58 10 36 4 8 79.3
mild NS
ofloxacin 61 6 40 5 10 75.4
fleroxacin 28 6 15 3 4 75.0
moderate NS
ofloxacin 27 4 18 2 3 81.5

* Excellent + good

 Diffuse panbronchiolitis, bronchial asthma, pulmonary emphysema, pulmonary fibrosis, old pulmonary
tuberculosis and lung cancer with infection.

RTI: respiratory tract infection
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Table 14. Committee’s assessment of overall clinical efficacy classified by causative organisms

Causative No. of . Efficacy  Statistical
. Treatment Excellent  Good Fair Poor .
organism cases rate (%) analysis
S. aureus fleroxacin 3 2 1 100
ofloxacin 4 2 1 1 75.0
S. pyogenes fleroxacin 1 1 100
ofloxacin 0 -
GP S. pneumoniae fleroxacin 9 2 3 4 55.6 NS
ofloxacin 13 11 1 1 84.6
E. faecalis fleroxacin 1 1 100
ofloxacin 0 -
Sub-total fleroxaclin 14 4 6 0 4 71.4 NS
ofloxacin 17 2 12 2 1 82.4
B. catarrhalis fleroxacin 2 1 1 50.0
ofloxacin 1 1 100 -
H. influenzae ﬂeroxac}m 26 10 15 1 96.2 W: P.=0.028
ofloxacin 24 3 18 2 1 87.5
E. coli fleroxacin 1 1 100
ofloxacin 1 1 100 -
C. diversus fleroxacin 1 1 100
ofloxacin 0 N
K. pneumoniae fleroxacin 2 1 1 0
ofloxacin 2 2 100 -
K. oxytoca fleroxacin 1 1 100
ofloxacin 1 1 100 -
GN E. cloacae ﬂeroxac'in 1 1 0 B
ofloxacin 0
S. marcescens fleroxacin 1 1 0
ofloxacin 0 B
P. aeruginosa fleroxacin 15 13 2 86.7
e ofloxacin 14 1 5 2 6 42.9 F: P.=0.021
P. acidovorans fleroxacin 0 B
ofloxacin 1 1 100
A. calcoaceticus  fleroxacin 1 1 100 _
ofloxacin 0
A. lwoffi fleroxacin 2 2 100
ofloxacin 1 100 -
NF-GNR fleroxacin 1 1 100 B
ofloxacin 0
fleroxacin 54 12 34 5 3 85.2
Sub-total ofloxacin 45 4 30 4 7 75.6 - Pe=0.048
Monomicrobial fleroxacin 68 16 40 5 7 82.4 NS
infection total ofloxacin 62 6 42 6 8 77 .4
Polymicrobial fleroxacin 11 2 8 1 0 90.9 NS
infection ofloxacin 6 1 4 0 1 83.3
Total fleroxacin 79 18 48 6 7 83.5 NS
ofloxacin 68 7 46 6 9 77.9

* Excellent +good
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(FLRX 79 #, OFLX £t 68 #5)) T 1), Hisbipi ity
{2 130 B (FLRX #% 68 fl, OFLX B¥ 62 f41), #Uk 4%
B3 17 ) (FLRX #£ 11 ), OFLX L6 6)) TH- 17
(Table 10),

RSB & HESE & L7z 165 Bl ik R F RH Ak
(MIC) #WET A LA TAE 644 (FLRX R¥33
B, OFLX £ 31 #) ot Ao 9 5 MIC 4 &

Table 11 (2/RL 7-.,
i INETE - o2 NG & X oY% (RS /WA

3.
1)

INEREYHE
b0 A 22 e

WEHOEHICEBWTY, KA

AR SR AT A R 281 B0/ N B R 2HEIC & 5 ERIR

2R %

Table 12 (2aiL7:. @Bl BT HHEIL,

FLRX Bt T2 24 9, A%h 92 ¥, X420 11 41, &

Table 15. Committee's assessment of clinical efficacy classified by causative organisms: bacterial pneumonia

Causative No. of ) Efficacy®’  Statistical
Treatment Excellent  Good Fair Poor .
organism cases rate (%) analysis
S. aureus fleroxacin 1 1 100
ofloxacin 1 1 100
S. pyogenes fleroxacin 1 1 100
ofloxacin 0
GP
S. pneumoniae fleroxacin 4 2 2 100
ofloxacin 7 7 100
E. faecalis fleroxacin 1 1 100
ofloxacin 0
fleroxacin 7 2 5 0 0 100
Sub-total NS
ofloxacin 8 0 8 0 0 100
H. influenzae fleroxacin 10 3 7 100 NS
ofloxacin 6 5 1 83.3
E. coli fleroxacin 1 1 100
ofloxacin 0
GN
K. pneumoniae fleroxacin 1 1 0
ofloxacin 0
E. cloacae fleroxacin 1 1 0
ofloxacin 0
fleroxacin 13 3 8 2 0 84.6
Sub-total NS
ofloxacin 6 0 5 0 1 83.3
Monomicrobial fleroxacin 20 5 13 2 0 90.0 S
N
infection total ofloxacin 14 0 13 0 1 92.9
Polymicrobial fleroxacin 2 0 2 0 0 100
infection ofloxacin 0 0 0 0 0
fleroxacin 22 5 15 2 0 90.9
Total NS
ofloxacin 14 0 13 0 1 92.9

*) Excellent +good
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Table 16. Committee’s assessment of clinical efficacy classified by causative organisms: chronic RTI group

Causative No. of Efficacy®’ Statistical
. Treatment Excellent  Good Fair Poor .
organism cases rate (%) analysis
S. aureus fleroxacin 2 2 100
GP ofloxacin 2 1 1 50.0 -
S. pneumoniae fleroxacin 5 1 4 20.0 NS
ofloxacin 6 4 1 1 66.7
Sub-total ﬂeroxac.ln 7 2 1 0 4 42.9 NS
ofloxacin 8 1 4 2 1 62.5
B. catarrhalis fleroxacin 2 1 1 50.0
ofloxacin 1 1 100 -
H. influenzae fleroxacin 16 7 8 1 93.8 NS
ofloxacin 18 3 13 2 88.9
E. coli fleroxacin 0
ofloxacin 1 1 100 N
C. diversus fleroxacin 1 1 100
ofloxacin 0 N
K. pneumoniae fleroxacin 1 1 0
ofloxacin 2 2 100 -
K. oxytoca fleroxacin 1 1 100
GN oﬂoxaci»n 1 1 100 -
S. marcescens fleroxacin 1 1 0
ofloxacin 0 B
P. aeruginosa fleroxacin 14 12 2 85.7
ofloxacin 14 1 5 2 42.9 x% Pe=0.049
P. acidovorans fleroxacin 0
ofloxacin 1 1 100 B
A. calcoaceticus  fleroxacin 1 1 100
ofloxacin 0 -
A. lwoffi fleroxacin 2 2 100
ofloxacin 1 1 100 -
NF-GNR fleroxacin 1 1 100
ofloxacin 0 B
Sub-total fleroxacin 40 9 25 3 3 85.0 NS
ofloxacin 39 4 25 4 6 74 .4
Monomicrobial fleroxacin 47 11 26 3 7 78.7
infection total ofloxacin 47 5 29 6 7 72.3 NS
Polymicrobial fleroxacin 9 2 6 1 0 88.9 NS
infection ofloxacin 6 1 4 0 1 83.3
fleroxacin 56 13 32 4 7 80.4
Total . NS
ofloxacin 53 6 33 6 8 73.6

*) Excellent+good
RTIL: respiratory tract infection



486

CHEMOTHERAPY

MAY 18081

B 14 BT (&R +47%h) 82.3 %, OFLX fix#
B8 B, A7%h 99 B, X {1%) 9 B, HERh 14 BT
H83.6%THY, WK/ EAIZBD H N LD
-7z (Table 12),

wh, BGBGREOBIEREIC BV THBE LY A
Wb e, BRARIR % FERENIC RS L - Hedb
3% Mantel-Haenszel #: % i & 72 9%, ([ E2I 8
bt 1: (P,=0.728),

2) BN - 2w IERK SR

ML 4o 1c 5 T FLRX B TEB 76, A%
35 B, XX A% 4 B, ek 1 1) TAT 04 89.4 %, OFLX
BETIZER 4B, 47%0 37 B, X0A%h 2 ), %Exh 1B
THH 932 % Th ), MiEAEMIC A FZIZEH
N Hh -7z (Table 12),

M SUB BIRE T3, FLRX BE TR 16 1, % 51
B, X fi%h 7 B, Hxh 12 B TAH KA 77.9 %, OFLX
BETIXEM 0B, %58 B, A% 76, Hxh13
B THMETT3 % T, MEXAHRMCAETEEZREDH LN

Lo l, B TIE, MEABLRIZBVT
OFLX A £ 1N T 12 b, {2 Wi s Tiimi¥k
KM AT 38> b - 7: (Table 12),

3) AR DA 2D R

AIEB T EIIE 2, TXTEBEL L U %E
Thote, 2B, MektERi%, B & UREFERYSE
ORISR R % WAL 22 & 25, mi KA BRI
HBALBD N h -1z, ZEAH T L i KA B
IATEAL LD b e - 72 (Table 13),

4) kS 2 P ) Bl A B A

B ZICE ) REREIREE N HTHIZDONT
nkeJ EANERK D #: %, Tables 14~16 (2R L 72, 241
12T, By, B T o B A B )
[iBRIZED LN h 5 15, BIRERRD I b,
Haemophilus influenzae, Pseudomonas aeruginosa &
$U 77 LK T FLRX BrABICENTY
rz. MABEPERG %o, MMEFGEIEO T B W T s BRIC R
afL7:(Table 14), MIEMEMR TIImMEMERIZAE

Table 17. Bacteriological efficacy judged by committee

) . of Partially Eradication Statistical
Diagnosis Treatment Eradicated ) Decreased Replaced  Persisted .
cases eradicated rate (%)  analysis
fleroxacin 76 57 2 3 14 75.0
Total cases NS
ofloxacin 67 47 2 1 4 13 70.1
Bacterial fleroxacin 20 20 100
NS
p . pneumonia ofloxacin 14 11 1 2 78.6
neumonia
group fleroxacin 21 21 100
NS
ofloxacin 15 12 1 2 80.0
Chronic fleroxacin 24 17 1 6 70.8
NS
bronchitis ofloxacin 24 18 1 2 3 75.0
fleroxacin 20 13 2 1 4 65.0
Bronchiectasis ) NS
Chronic RTI ofloxacin 14 10 1 3 71.4
group fleroxacin 11 6 1 4 54.5
Others*’ NS
ofloxacin 14 7 1 1 5 50.0
fleroxacin 55 36 2 3 14 65.5
NS
ofloxacin 52 35 2 1 3 11 67.3

¥ Diffuse panbronchiolitis, bronchial asthma, pulmonary emphysema, pulmonary fibrosis, old pulmonary

tuberculosis and lung cancer with infection.
RTI: respiratory tract infection
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Eradication  Statistical

Causative No. of
. Treatment . Eradicated Persisted  Unknown )
organism strains rate (%) analysis
S. aureus fleroxacin 6 6 100
ofloxacin 5 5 100
S. pyogenes fleroxacin 1 1 100
ofloxacin 0
GP S. pneumoniae fleroxacin 14 10 3 1 76.9 NS
ofloxacin 15 12 3 80.0
E. faecalis fleroxacin 1 1 100
ofloxacin 0
Sub-total ﬂeroxac.in 22 18 3 1 85.7 NS
ofloxacin 20 17 3 0 85.0
B. catarrhalis fleroxacin 2 2 100
ofloxacin 2 2 100 B
H. influenzae fleroxacin 28 27 1 96.4 NS
ofloxacin 27 25 2 92.6
Haemophilus sp. fleroxacin 1 1 100
ofloxacin 0 -
E. coli fleroxacin 3 2 1 100
ofloxacin 1 1 100 -
C. diversus fleroxacin 1 1 100
ofloxacin 0 B
K. pneumoniae fleroxacin 3 2 1 66.7
ofloxacin 4 3 1 75.0 B
K. oxytoca fleroxacin 1 1 100
ofloxacin 2 2 100 )
E. cloacae fleroxacin 1 1
GN ofloxaci'n 0 B
S. marcescens fleroxacin 1 1 100
ofloxacin 0 -
P. aeruginosa fleroxacin 20 9 11 45.0 NS
ofloxacin 16 5 10 1 33.3
P. acidovorans fleroxacin 0
ofloxacin 1 1 100 B
X. maltophilia fleroxacin 1 1 100
ofloxacin 0 N
A. calcoaceticus fleroxacin 2 2 100
ofloxacin 1 1 100 a
A. lwoffi fleroxacin 2 2 100
' ofloxacin 1 1 100 B
A. anitratum fleroxacin 1 1 100
ofloxacin 0 B
NF-GNR fleroxacin 1 1 100
ofloxacin 0 -
Sub-total fleroxacin 68 53 13 2 80.3 NS
ofloxacin 55 41 13 1 75.9
Total fleroxacin 90 71 16 3 81.6 NS
ofloxacin 75 58 16 1 78.4
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B ALD H AL H o 2o, MM AUE R E T, P
aeruginosa T FLRX fip{ i Tz, £F0itL
13, MiIKIBMICABELRBBD L N LT,

5 INBHREWEIC & MBI E

B L OGN e, MM SUR YR IC BT DM
WERRh R & Table 17 (23 L 72, &8 TO W& LR
13 FLRX 85 75.0 % (57/76), OFLX B¢ 70.1 % (47
/67), MEMENi R % 4113, FLRX #4100 % (20/
20), OFLX #1A°78.6 % (11/14), M¥h4GHI&YAE T

12, FLRX #4¢65.5 % (36/55), OFLX B¥4*67.3 % (35
/52)ThH Y, WENLWEFEMIZABEZIZBH LN
o te, BMIHNTLMEMBEMICHBEEIIED L
nxhror:.,

72, ARMIIMIE KA % Tables 18~20 123 L 72,
W T i W B S A3 Streptococcus  pre-
umoniae Ti3, FLRX B¢, 76.9 % (10/13), OFLX
MH<80.0% (12/15), H. influenzae Tix, FLRX B
796.4 % (27/28), OFLX #£#92.6 % (25/27), P.

Table 19. Bacteriological response classified by species: bacterial pneumonia

Causative No. of . Eradication  Statistical
) Treatment Eradicated Persisted  Unknown .
organism strains rate (%) analysis
S. aureus fleroxacin 1 1 100
ofloxacin 1 1 100
S. pyogenes fleroxacin 1 1 100
ofloxacin 0
GP
S. pneumoniae fleroxacin 5 5 100 NS
ofloxacin 7 6 1 83.7
E. faecalis fleroxacin 1 1 100
ofloxacin 0
fleroxacin 8 8 0 0 100
Sub-total NS
ofloxacin 8 7 1 0 87.5
H. influenzae fleroxacin 10 10 100
NS
ofloxacin 6 5 1 83.3
E. coli fleroxacin 1 1
ofloxacin 0
K. pneumoniae fleroxacin 2 2 100
ofloxacin 0
GN
E. cloacae fleroxacin 1 1
ofloxacin 0
P. aeruginosa fleroxacin 1 1 100
ofloxacin 0 -
X. maltophilia fleroxacin 1 1 100
ofloxacin 0 -
fleroxacin 16 14 0 2 100
Sub-total NS
ofloxacin 6 5 1 0 83.3
fleroxacin 24 22 0 2 100
Total NS
ofloxacin 14 12 2 0 85.7
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Causative No. of Frradication  Statistical
) Treatment i Eradicated Persisted  Unknown .
organism strains rate (%) analysis
S. aureus fleroxacin 5 5 100
ofloxacin 3 3 100 B
GP S. pneumoniae fleroxacin 9 5 3 1 62.5 NS
ofloxacin 8 6 2 75.0
Sub-total fleroxacin 14 10 3 1 76.9 NS
ofloxacin 11 9 2 0 81.8
B. catarrhalis fleroxacin 2 2 100
ofloxacin 2 2 100 -
H. influenzae fleroxacin 18 17 1 94 .4 NS
ofloxacin 21 20 1 95.2
Haemophilus sp. fleroxacin 1 1 100
ofloxacin 0 -
E. coli fleroxacin 2 2 100
ofloxacin 1 1 100 -
C. diversus fleroxacin 1 1 100
ofloxacin 0 -
K. pneumoniae fleroxacin 1 1 0
ofloxacin 4 3 1 75.0 -
K. oxytoca fleroxacin 1 1 100
GN ofloxacin 2 2 100 -
S. marcescens fleroxacin 1 1 100
ofloxacin 0 B
P. aeruginosa fleroxacin 18 7 11 38.9
ofloxacin 16 5 10 1 33.3 NS
P. acidovorans fleroxacin 0
ofloxacin 1 1 100 -
A. calcoaceticus fleroxacin 2 2 100
ofloxacin 1 1 100 -
A. lwoffi fleroxacin 2 2 100
ofloxacin 1 1 100 -
A. anitratum fleroxacin 1 1 100
ofloxacin 0 N
NF-GNR fleroxacin 1 1 100
ofloxacin 0 -
fleroxacin 51 38 13 0 74.5
Sub-total NS
ofloxacin 49 36 12 1 75.0
fleroxacin 65 48 16 1 75.0
Total . NS
ofloxacin 60 45 14 1 76.3

RTI: respiratory tract infection
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1) Total cases 2)  Bacterial pneumonia 3) Chronic RTI group
Symptoms Improvement No. of Improvement No. of Improvement No. of
& Da (%) patients %) patients (%) patients
signs 20 40 60 B0 100| F O 20 40 60 80 1o} I O 20 40 60 80 100 F O
11 1 | 1 | | | J I 1 L1 |
Bod 3 X 90 86 37 35 N 48 43
O g 85 83 D |38 3 © a2
temperature 14 \ 53 58 " 28 24
3 129 132 81 84
Cough 7 130 133 78 85
14 79 98 45 b
Volume of 3 131126 Be 87
)
sputum 7 132 126 81 87
Sputum -y 81 92 48 56
Property of 3 131 127 84 87
q"m ; 7 132 127 81 87
sputum 81 93 48
3 4 44 35 35
Dyspnea 7 43 43 34 36
14 25 36 19 28
3 15 18 9 5
Chest pain | 7 15 18 X 5
14 9 15 3 5
3 w71 44 48
Rales 7 91 87 58 359
14 60 72 39 45
3 3 4 2 4
Cyanosis 7 4 6 3 6
14 3 4 2 4
3 4 5 2 4 2 1
Dehydration| 7 3 7 2 1 1 2
14 1 7 0 4 1 2
3 54 40 Q 25 16 24 23
WBC 7 & 75 59 o] 32 21 Q’QI 38 37
14 55 49 5 |22 2 ° 29 27
3 R 53 52 S 30 21 18 26
ESR 7 &\ﬁ\ 82 78 a 37 26 N 39 45
14 Tox* 63 63 o |25 24 © 33 31
3 69 74 33 30 O 31 39
CRP | 7 Q\g 106 102 m‘}gz 37 \3} 54 59
14 74 87 29 33 40 46
3
Chest - 29 2
X ray 7 Q 47 36
14 29 33
F: fleroxacin &—@ * x% Pe=0.010 RTI: respiratory tract infection
O: ofloxacin 0O----0

Fig. 1.

Improvement of initial clinical symptoms



VOL 39 NO. &

fleroxacin vs ofloxacin o) — % &M Lk A Bk

491

aeruginosa Ti3, FLRX B¢ 45.0 %(9/20), OFLX #¢
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OFLX B T3 157 Bk 9 5] (5.7 %) ICBIfER A R &
n, £0) LEEHLIH, PEELV6H TH- 7z, M
EKHBMICATERED N1 12,

BItEFHOWRIZ, FLRX B TIIRE, BR, HF
WV, HF V56D EREL K2 1B, ABRA 3 #), OFLX

PECIE AN, T W, MR L - e,
G K b - MM, BUMATR 2 1B, ASMA 3 BT
hotz, =a—% 70 B BN ARIYLL
Mzl btictr o 1o, Er20FROHIAIN G B
b L ek tkicnyAL 22,

2)  BWAKE AL RN

BRI A e G 0B o i AT ot R 281 4] (FLRX B 138
B, OFLX #f 143 #5l) 1= 3541 % BMACKR AL fifi 54 %< ) 151
E XN %, Table 22 (2L 1o, R AhE, FLRX
BET 138 b 19 1) (13.8 %), OFLX T 143 #p 28
B (19.6 %) 12usd b aurens, miFAIIY I A 8 A
W b oz, A RAWEENS, M IKFRE I
RERY %, GOT, GPT D bR %L & TH), £FNFEKEIR
WTNLBETH- T,

6. NEHOHEIC L 5 AAN

A RTEfEbT %R 285 B (FLRX ¥ 141 #Y, OFLX #¥
144 B)) T/ NFESHEIC L 2 HAMAK%, Table 23
IR 7z, B Tof i, FLRX BT, 2bs
THR 186, 47 986, XXHA 1B, FATKY
14EIT, A% (2bHTHA+HR) 11823 %,
OFLX T3, 2 b THM 136, 471 102 #1, 2%
ARG, AT 18BIT, FAETTII%TH
27z, MIETEM % FLRX B & OFLX B A A%

.I"l\

Table 21. Side effects judged by committee

Fleroxacin Ofloxacin Statistical
analysis
No. of cases 148 157
No. of cases with side effects 7 9 NS
(incidence %) (4.7%) (5.7%)
Severity " mild moderate mild moderate
Rash 1
Anorexia 1
Diarrhoea and nausea 1
Nausea 1 1
Nausea and vomiting 1
Nausea, anorexia and diarrhoea 1
Dizziness 1
Insomnia 3 2 1
Dizziness and light-headed feeling 1

Headache
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Table 22. Abnormal laboratory findings judged by committee
Fleroxacin Ofloxacin Statistit.:al
analysis
No. of cases 138 143
No. of cases with abnormal laboratory findings 19 28 NS
(incidence %) (13.8%) (19.6%)

WBC | 3
Eosinophils 5 8
Eosinophils 1 and LDH 1 1

Eosinophilis 1, GOTt and GPTt 1
Eosinophils 1, BUN 1 1
Eosinophils T, BUN t and S-creatinine 1 1

Plateletst, GOTt and BUNt 1
GOT 1 4 1
GPT? 1
GOT 1 and GPT? 4 1
Al-P1? 1
LDH t 2 1
r-GTP? 1
Al-P1 and r-GTP1 1 1
GPT1? and BUN1? 1 1
GPT1 and r-GTPt 2

LDH?' and K1
T-birilubin 1
BUN't

Kt

FNFN, 89.4% (42/47) £ 911 % (41/45) & U°
MM S REARAE T3 77.9 % (67/86) & 72.5 % (66/91)
THN, Tt TLmERBRIC AT 2RI
LN h o, BMENTLmMESBMICAEELR
DHLNUh 5712,

7. EGERHE

1) BREKZhHR

INERSTHRBE N R 281 ) (FLRX B 141
%, OFLX & 140 ) i2>W T HEEEHEIC & 255
Wxh® %, Table 24icmL 7z, Bl TOHORME,
FLRX &A% 81.4 %(114/140), OFLX B+ 78.4 % (109
/139), @M% T3 FLRX B£A793.6 % (44/47),
OFLX BEA584.1 % (37/44), 11 F0E B T3,
FLRX B¢ 76.5 % (65/85), OFLX BH<73.6 % (64/

87) THN, TN L mMEABEMICFEEZRIZHLN
L otz, LMEHN TLHMERABMICATEREDS
nihr-7-,

2) A%
NERESTIHRAE L fE ) 285 #) (FLRX 2 141
B, OFLX B 144 ) icHOWToHOFHREHEICLHE
Htt % Table 25 i2m L 72, &8 ToHHBA®RIL, FLRX
B £°80.7 % (113 /140), OFLX & »°74.8% (107/
143), MHEMAG % T2, FLRX 8 & OFLX BofHAE
IBENEFN915% (43/47) & 82.2% (37/45), 18
SUERRYYE T3 76.5 % (65/85) & 68.9% (62/90) T
HY, “TFLmEHHMcAEZEREDLN LD
72, BWAHTLHREABEICAEEZERZH LN YD

272,
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Table 23. Utility judged by committee
) ) No. of Markedly Slightly Utility*’  Statistical
Diagnosis Treatment seful Useless
cases useful usefu rate (%) analysis

fleroxacin 141 18 98 11 14 82.3

Total cases NS
ofloxacin 144 13 102 11 18 79.9

Bacterial fleroxacin 47 5 37 4 1 89.4 NS
p . pneumonia ofloxacin 45 4 37 2 2 91.1

neumonia

group fleroxacin 55 6 43 4 2 89.1 NS
ofloxacin 53 5 44 2 2 92.5

Chronic fleroxacin 41 7 26 2 6 80.5 NS
bronchitis ofloxacin 45 6 33 2 4 86.7
fleroxacin 29 2 24 2 1 89.7

Bronchiectasis ] NS
Chronic RTI ofloxacin 21 1 14 4 2 71.4
group fleroxacin 16 3 5 3 5 50.0

Others®’ NS
ofloxacin 25 1 11 3 10 48.0
fleroxacin 86 12 55 7 12 77.9

NS
ofloxacin 91 8 58 9 16 72.5

*) Markedly useful + useful

Y Diffuse panbronchiolitis, bronchial asthma, pulmonary emphysema, pulmonary fibrosis, old pulmonary

tuberculosis and lung cancer with infection.
RTI: respiratory tract infection

1. * £

—a2—% /o RHER FLRX Ok 25 fE (Al
R, WURERRILE) IS5 2 HBY 4 K B0IC FHi
TH5EHMT, OFLX #xtHEr L T, —EHERLER
BEERL 7,

FLRX o Rk - ARiIC O3, 18 RYE I
T —REKARYT, 1 H/RS5T| 200 mg 7243
300 mg 5% 1 EIFS F2IE2mICHERS L TH
BIZRIFDMEIGFONTZ ED 6, 5BIEK%E 1 H
LENCBRE L THE B % £/ L &R, E@EAKH
iz 1 H300 mg #5508 TH B EHUME LY,

%2 T4 E, MR EsREGE IS T 2 AR % FLRX
10300 mg 1 H1MEES &, HE%EOFLX 1 [\ 200
mg, 1 H3MKEE D _EERETHERETL 72,

MEFEIC OFLX #:#5%E L 2 # i3, OFLX »[E%&
N=a—X% /o R TILEBEVGEILTE), Kk
BRPEDBBIC L LS ERAEINTE), £FnFAN%
I3 B FHEDFEL L T B 2 &, T b ICEIGEEIC

Mgt & U AEBRELGZTIN T DI EH 6T
bHb,

OFLX mH i - Aatis, BE0 B AR THHEMD
BENT2 10200 mg, 1H3EEEELE,
SBINREK TIL, 318 BINBHIZHG S 1, 281 Bllic
DWTHIEDFM A 1T- 72, MEBEOERREFIC
DV, SEBNC BT B R GBER O B R % B
WT, EEABEMICAELRY ZEZD LN L» -1,
NERESHEC L HUEKRZRIE, FLRX BT, &
BT 82.3%, HHUHMEN 22 89.4%, MM S R fE
77.9%, OFLX BETi3, RIRRIC& < 83.6%., 93.2%,
T3 %NAEMHT, WBHHERICFEEIZDLNL
"oz,

4E, &Pl BT 585 RMARO QBRI 35T
BELR) HEHLNI, TN, ZOHMEKED
R DG RIDBITHERIZHZEL T 20 Eh 2 RETT
ZHMT, VEMBINNOBITIZ LT, By ML
DA MR D RPEFEICBRKSIR AR TAazE A
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Table 24. Chimical efficacy judged by doctors in charge
No. of Efficacy® Statistical
Diagnosis Treatment Excellent  Good Fair Poor  Unknown
cases rate (%) analysis

fleroxacin 141 19 95 15 11 1 81.4

Total cases ) NS
ofloxacin 140 24 85 22 8 1 78.4

Bacterial fleroxacin 47 14 30 2 1 93.6 NS
p . pneumonia ofloxacin 44 11 26 6 1 84.1

neumonia

group fleroxacin 55 16 33 4 2 89.1 NS
ofloxacin 52 14 31 6 1 86.5

Chronic fleroxacin 41 2 32 2 5 82.9 NS

bronchitis ofloxacin 42 5 32 4 1 88.1 ‘

fleroxacin 29 25 4 86.2

Bronchiectasis ) NS
Chronic RTI ofloxacin 21 2 12 6 1 70.0
group fleroxacin 16 1 5 5 4 1 40.0

Others"’ NS
ofloxacin 25 3 10 6 6 52.0
fleroxacin 86 3 62 11 9 1 76.5

NS
ofloxacin 88 10 54 16 7 1 73.6

*' Excellent +good

Y Diffuse panbronchiolitis, bronchial asthma, pulmonary emphysema, pulmonary fibrosts, old pulmonary

tuberculosis and lung cancer with infection.
RTI: respiratory tract infection

HEZIIED S h - 72 (P,=0.781, Kruskal-Wal-
lisd H#E), F72, miRAHBOBITICHZ) —Hi
{b45k Mantel-Haenszel i#:12 & 5 #i 1E % 17 - 72 2%,

HEEIEZD NG 572 (P=0.728), ZNLHDZ &

B b, A BOHS LR O H IR DR DI L TS,

MEA MO B TREN I FL TE L nEEZ L1
12,

[&] F i ) FH T4 R & 85 & UMM Tl R
A% & L TEM & 7 tosufloxacin  tosilate
(TFLX)
OFLX BEOAZhH3 46 T 82.6 %, #lifitEAi% T 83.7
%, @M AERYE T 80.2%, TFLX B Tl3EEEIC
82.9%, 81.4%, 831%TH", AEINMEEHBENK
BB L UIIRBENDLNTH - 12,

OB R R & 2T RN TR L CRRIRZh R %
Hiz b2 A, BHREX % TFLRX 805 %, OFLX
B 952 %N AF#H T, OFLX B AEICEN TV,
LaL, 8IER, BERREMRE L SAMELZAR

& OFLX o & MR ILE R B O HY T3,

HHELXEBUAELROAICBREL TADLE, HHFE
T FLRX # 805 %, OFLX 8f 86.7 % T3 & Bz
HEZIZHL0T, REMIZ FLRX #i3 OFLX #
LIIYEENOFRAErS B EEZ LN, il
OFLX #T3#IABIERN - I B RiB TS 2+
kL, BERBRHEL SBAS N2 EBbnl,

FEEHEIC & 2EEKRRIT, &5, B L,
MUFERPEO T BV T L MEABRICEE
EIEHLNT, FLREREXRIB>TATLA
FEEIEZDLNLh 12,

SRIORBR TRELE L HE LEEMNIZ &M TR
281 B4 147 $11 (52.3 %) TH N, EHEERRLEHT
165 BkH 8 S L7z, BRI TIE, H. influenzae H*%
K333 % LML %<, KR\T P. aeruginosa 0 21.8
%, S. pneumoniae N 17.6 %, Staphylococcus aureus
NDETRDIRTH Y, IFIRIFBEYAEIC 5\ THRERE
EC, BREERIN TV A HMEIRERE L X ->T
W BEEBIN S A o 12, % b, ERRHENII A S T3 107 B
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Table 25. Utility judged by doctors in charge
No. of Marked! Slightl Utility*  Statistical
Diagnosis Treatment Y seful whty Useless  Unknown y )
cases  useful useful rate (%)  analysis
fleroxacin 141 21 92 16 11 1 80.7
Total cases NS
ofloxacin 144 24 83 24 12 1 74.8
Bacterial fleroxacin 47 16 27 3 1 91.5 NS
Pneumonia pneumonia ofloxacin 45 12 25 6 2 82.2
group fleroxacin 55 18 30 5 2 87.3 NS
ofloxacin 53 14 31 6 2 84.9 )
Chronic fleroxacin 41 2 32 2 5 82.9 NS
bronchitis ofloxacin 45 5 31 6 3 80.0
fleroxacin 29 25 4 86.2
Bronchiectasis NS
Chronic RTI ofloxacin 21 2 11 7 1 65.0
group fleroxacin 16 1 5 5 4 1 40.0
Others® NS
ofloxacin 25 3 10 5 7 52.0
fleroxacin 86 3 62 11 9 1 76.5
NS
ofloxacin 91 10 52 18 10 1 68.9

*) Markedly useful +useful

® Diffuse panbronchiolitis, bronchial asthma, pulmonary emphysema, pulmonary fibrosis, old pulmonary

tuberculosis and lung cancer with infection.
RTI: respiratory tract infection

4138 $1(35.5 %), 18 M FE R UE T3 174 Bh 109 1
(62.6 %) T, BEOMA D I ABD L BANT, W
NREBEREVCEMIZH -2, HICE W THIKE
&3, FLRX B£ T 81.6 %, OFLX BET 78.4 % & il
BELBOEEERELRLL, FEHEMBIZIRTAS
&, FLRX BT H. influenzae 96.4 % (27 #k/28 #&),
S. pneumoniae 76.9% (10/13), OFLX B T & »
92.6% (25/27), 80.0% (12/15), S. aureus i3\ >3 LN
REIBTLLBHEL (ZNLEFN6/6, 5/5), MZEHIEE
ELIENI AR L 72, P aeruginosa TlE, FLRX
BET45.0 % (9/20), OFLX BT 33.3% (5/15) L Hi
3 EREIC N TImEABE & LI RRIIEVWRER TH
21, AElZ s Dk#tkATiE ) TFLX & OFLX
NDHERE TORME LB L TAHB L, RELEAR
I28WT H. influenzae, S. pneumoniae, S. aureus,
P. aeruginosa » i % %13 OFLX B T £ £ 1 96.2
%, 82.4%, 100%, 455%, TFLX B T 96.6 %,

81.0%, 80.0%, 14.3% TH N, “THNOEEIZ BT

BELALDTH - 12,

BER AN RIS A B X T L #H2 L N5 - TR
Bl UMAEOEE RN H, &FDESR N 14 HH
DETH A OFLX A HEICEN TV 7225, £t
HHICBWTRAHEERED LN L h - 12, e
BT, BIEROREBRICEREH LT, Tk
MO AERTIR, WA - ek, AR, sELEvTnd
Za—% /o HICBHMNL DT, BRLLDIZESH
2% (/3 PR AT I (I 5% 25 NI AN QU S A NST-E S
L7, BEARMAO REEBORBFIC L HEEIZL
HLNT, FTCAT IF—ED LR, KOS
PEZLDTHY), ZORERICTNLEETH - 72,
ZOHROAEEW LEEICE VT, 5t
FUIHETICE - TERPAICIERE $ 7213 8 5/l
FTEEL 72,

NNEESHEIC L 5HEBMIL, FLRX B4 Tl
82.39% T, MEMER % T89.4%, MM %IHEYE T
77.9%, OFLXBEE TI3 [l BkIC £279.9%, 91.1%, 72.5%
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DATHHCT, KRR A7 RS 8D H e o 12,

N M SO RRAE O IS W F M AT M2 WL T L, A
TR, T CHLORAE, NPT AR R o TR
W BWT L, MR/ EAZED LN
mot, FHEEMEC & 2N LIIZHEFORA T
})’)ﬂio

Utz & &, FLRX 1300 mg, 1111 BloOH
443, OFLX 1181200 mg 1 H 3 [l#) & lilbkiz, M
#3 & O SUR IS DG EATRYEO o KT
W N S F (WA
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To evaluate the efficacy, safety and utility of fleroxacin (FLRX) in respiratory infections
(bacterial pneumonia and chronic respiratory tract infection), we carried out a double-blind compar-
ative study with ofloxacin (OFLX) as a control drug. FLRX once daily at 300 mg and OFLX at 600
mg (3 divided doses) were administered orally for 14 days, and the following results were obtained.

1) As assessed by the committee, the overall clinical efficacy rate was 82.3 % (116/141) for the
FLRX group and 83.6 % (117/140) for the OFLX group. The rate was 89.4 % (44/47) and 93.2 % (41
/44) in bacterial pneumonia, and 77.9 % (67/86) and 77.3 % (68/88) in chronic respiratory tract
infection. There was no significant difference between the two groups.

2) The overall bacteriological eradication rate of causative organisms judged by the committee
was 75.0 % (57/76) for the FLRX group and 70.1 % (47/67) for the OFLX group. The rate was 100
% (20/20) and 78.6 % (11/14) in bacterial pneumonia and 65.5% (36/55) and 67.3 % (35/52) in
chronic respiratory tract infection. There was no significant difference between the two groups.

3) The incidence of side effects was 4.7 % (7/148) for the FLRX group and 5.7 % (9/157) for the
OFLX group, and the incidence of abnormal laboratory findings was 13.8 % (19/138) and 19.6 % (28
/143). There were neither severe symptoms nor significant differences between the two groups.

4) The overall utility rate judged by the committee was 82.3 % (116/141) for the FLRX group and
79.9 % (115/144) for the OFLX group.

The (above) results indicate that 300 mg FLRX daily is as useful as 600 mg OFLX daily in the
treatment of respiratory infections.



