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Table 1. Evaluation day
Groups I ~N and Group VI

Evaluation day Onset of 3rd day 5th day 7th day
Item administration (2~4th day) (5~6th day) (7~8th day)
Severity O
Status of disease at first visit O
Medication O O O o
Body temperature, subjective and .
objective symptoms © o o o
Overall clinical evaluation O O @)
Side effects @} O O
Laboratory test O O
Bacteriological test O @] O O

Group V

Evaluation day Onset of 3rd day 5th day 7th day 10th day
Item administration | (2~4th day) | (5~6th day) | (7~8th day) | (9~11th day)
Severity O
Status of disease at first visit O
Medication O O O O O
Bo.dy 'temperature, subjective and o o o o o
objective symptoms
Overall clinical evaluation @] @] O O
Side effects O @] O O
Laboratory test O O
Bacteriological test @] O @] @] O
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Table 2. Number of patients subjected to analysis

Total No. of cases

T-3262 138
OFLX 136
Total 274

Final overall clinical efficacy

Overall safety rate

General utility rate

Exclusion - Dropped out

T-3262 13
OFLX 14
Total 27

Exclusion - Dropped out

T-3262 4
OFLX 2
Total 6

Exclusion * Dropped out

T-3262 10
OFLX 10
Total 20

Analyzed cases

T-3262 125
OFLX 122

Total 247

Analyzed cases

T-3262 134
OFLX 134
Total 268

Analyzed cases

T-3262 128
OFLX 126
Total 254
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Table 3. List of cases excluded or dropped out
No. of cases
Reason Efficacy Safety Usefulness Total
T-3262 OFLX
Age: <16 years x O bed 1 1 2
Insufficient medication X O X 0 1 1
g Administration of OFLX shortly
=2 X O X 0 1 1
2 before trial
=
Preadministration of drugs with % o % 0 2 2
side effects
Subtotal 1 5 6
No visit after the initial treatment s X X 4 2 6
Durati f administration less
uration of administration less % o % 3 3 6
than 3 days (9 packs)
Discontinued due to side effects
(administration less than 3 days (9 X O O 3 3 6
. | packs))
3
o Concurrent administration of other
% | drugs influencing efficacy of test X O O 0 1 1
a .
S drug (side effects)
a
Serious side effects ; replaced b:
P d X O X 1 0 1
another drug
Delayed follow up X O X 1 0 1
Subtotal 12 9 21
Total 13 14 27
O : adoption X :no adoption

Gl BTG 6 B % B < 268 f (T-3262 % 134 ff,
OFLX ¥ 134 4, HAMRAESIIRT - BEA 20
GiaEe{ 254 ] (T-3262 B¢ 128 #, OFLX ¥ 126
B) ZEThThERXNgEE Lice

BAh & fo i S HTE I NIEER D HER, Table 3
R LI 5 kBRAHER & LTI, EMER2H, RE
PRELDELOER L ERAL 6, EifEc OFLX

FERELCWIEANLF, ABRHMY A ¥ ChoRER
YHRALTE Y ETEAOKED Y LRARSh- 260
568 (T-3262 B 14, OFLX S5 Thoto B
HHE LTI, FIBLERBE Ligd - TiEfi 6 61, #E
38 (9ED) EWMOEM 12 f, oEANLHFAL
THERIL B, 3N E L Y EREOLDMAERL
FEEGI 1B, FRRE B3RBE Uind - o 6 1 s 21
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Table 4-1. Backgrounds of general characteristics
Characteristics T-3262 OFLX x? test

male 74 73

Sex NS
female 51 49
~19 11 11
20~29 31 32
30~39 23 28

Age 40~49 14 15 NS
50~59 25 15
60~69 16 13
70~ 5 8
. in 4 4

In-, out-patient NS
out 121 118
severe 21 14

Severity moderate 89 87 NS
mild 15 21
within 3 days 45 51
4~7 days 53 41
~2 weeks 13 14

Days after onset NS
~1 month 6 7
~6 months 6 7
more than 6 months 2 1
Group I 27 25
Group II 29 29

T ¢ di Group I 5 3 NS

of disease

yee Group ¥ 22 22
Group V 26 25
Group VI 16 18
no 83 93

Underlying disease complication NS
yes 42 29
no 112 107

Concurrent drug yes 13 15 NS

| no 81 93 NS

i t
Surgical treatmen yes a“ 2
‘g ¢ the beginni remarkably aggravated 10 10
nnt

Status of disease at the beginning aggravated 87 03 NS
of treatment stationary 28 19
no 111 108

Antibiotics just before treatment NS
yes 14 12
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Table 4-2. Backgrounds of general characteristics

Characteristics T-3262 OFLX 2% test
within 4 days 13 14
5~6 days 18 20
Duration of administration y NS
7 ~8 days 84 75
9 ~10 days 10 13
head - face * neck 43 46
trunk 33 31
hand 4 9
Location of lesion arm 3 4 NS
foot 17 12
leg 17 13
two sites or more 8 7
Table 5. Isolated organisms
T-3262 OFLX x? test
S. aureus 29 39
CNS* 34 31
S. pyogenes 2 1
Streptococcus sp. 0 1
E. faecalis 0 2
Monomicrobial . prevotii 1 0 S
infection F. acnes 0 2 N
K. pneumoniae 1 0
E. aerogenes 1 0
P. mirabilis 2 1
P. aeruginosa 2 1
Subtotal 72 78
S. aureus + others 7
Polymicrobial CNS* +others 1
infection others 1 NS
Subtotal 10 9
Total 82 89
* coagulase negative staphylococci
Bl (T-3262 # 12 i, OFLX B 96 Tho' X, HERALE UM 2T Lok, W

2. BRET

ThoHEERSWTLAEMZEY XZBD bhix ko

BRI R 247 6] (T-3262 B 125 @, OFLX t2o DEEE W OWTIY, Table 5 wRT X5 wEEs T
B 122 ) oW TREDHERET Y Table 4 125RL CHEEEr S WCHERENICRED 3T b -1,

foo

i, HEEBFHOROEES ML, Table 6 iR+ X

ERETFELTI, &, R, AR - A% EHERE 5 HEBMCEI BB D ohihot,
BRI, EER, A0HE OLEEH, Aol » BIBANEE D A FER OBE 1Y Table 7 iwRT X5k,
REMIRS, HAMECMERORE, RBREAOR  HIFOBRMITHT T-3262 BOFREEDEMN
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Table 6. Distribution of discases

Disease T-3262 OFLX x? test

Folliculitis 27 25
Group I Sycosis 0 0
Subtotal 27 25
Furuncle 21 24
Furunculosis 3

Group I Carbuncle 2 NS
Subtotal 29 29
Impetigo contaginosa 5 3

Group Il

Subtotal 5 3
Erysipelas 3 4
Phlegmon 5 5

Group IV Lymphangitis (lymphadenitis) 6 3 NS
Acute paronychia (whitlow) 8 10
Subtotal 22 22
Subcutaneous abscess 3 3
Hidradenitis suppurativa 4 3

Group V Infected atheroma 19 19 NS
Subtotal 26 25
Secondary infections 16 18

Group VI

Subtotal 16 18
Total 125 122

Ehotott, ThUMiHE Y REDbhich 1,

3. HEHE

D BRLBREE

B4R 12 Table 8 iRt X 51, T-3262 B
11125 GIhER 75 6, BHR 35 G, LXEH I, £
6FTHD, EHRIL 60.0%, HXLIL88.0% TH-
= —77, OFLX B 122 1% 71 6, H% 30
B, A% 14 £, BH7HTHY, EHRIL 58.2
%, AL 82.8% ¢, WEECEEEIZDLI
Mot

2) BERXE

Wit 4z Table 9 RT X5, T-3262 Fix
134 firhe4 128 ), 12FKL 34, BRETIXRV-36)
TH b, LI ET5.5% Th-i —H, OFLX i
134 fichge4 126 4, BIFEL 36, REThW58T

BH, BLELETZ 94.0% Thot, BEHICEEE
(F L1 5F (R 1EP i

3) HAk

BB Table 10 iRT X 51, T-3262 F£ 128
i, BHTHAT 6, BHMG, PCER104, &
REEbiws6l, FELLV45THY, BDHT
A 58.6%, ERLIL 85.2% THh-1o —F, OFLX
P2 126 GRS CHE 73 B, BRE 26 61, *ER
17 4, BRHERBLLEWVWTH, FELLAW3HTSH
b, BHTHER 57.9%, FALET8.6% ©, ARk
FEZAED LRI T,

4. KBIBEKRBYEE

EKREIBEKREBBEED HHR (BHLLE) ik, Ta-
ble 11 jz;RT X 51z, T-8262 &% X8 OFLX BECLL
ToREIELRI,
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Table 7-1. Severity of symptoms

Statistical analysis

Type of disease Symptom Drug Severe Moderate Mild None (U-test)
T 3262 12 12 3
Redness NS
ednes OFLX 6 17 2
G I Pasal T-3262 15 8 4 0 NS
roup apuies OFLX 10 10 3 2
T-3262 12 9 3 3
Pustules NS
OFLX 7 10 5 3
T-3262 20 8 1 0
Redness NS
OFLX 17 12 0 0
. T-3262 18 9 1 0
Swelling NS
OFLX 19 10 0 0
T-3262 16 8 3 2
Group II Spontaneous pain *
OFLX 8 11 8 2
T-3262 21 6 2 0
Tenderness NS
OFLX 17 10 2 0
) T-3262 17 10 2 0 i
Induration NS
OFLX 14 14 1 0
T-3262 0 0
Redness NS
OFLX 1 0
. T-3262 1 1 1
Blisters NS
OFLX 0 2 1
Group I
i T-3262 4 1
Erosion —
OFLX 2 1
. T-3262 1 1
New eruption NS
OFLX 1 0
T-3262 13 2 1
Redness NS
OFLX 15 0
. T-3262 16 6 0 0
Swelling NS
OFLX 12 9 1 0
G - Spont i T-3262 10 9 1 NS
Toup pontaneous pain
OFLX 5 13 2
T-3262 15 5 1 1
Tenderness NS
OFLX 12 9 1 0
. T-3262 13 4 2
Induration NS
OFLX 6 11 1

* 1 p<0.05
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Table 7-2. Severity of symptoms

Type of disease Symptom Drug Severe Moderate Mild None Statistical analysis
(U-test)
T-3262 17 7 2 0
Redness NS
OFLX 13 10 2 0
Swelli T-3262 16 10 0 0 NS
welling
OFLX 14 9 1 0
T-3262 9 6 [ 5
Group V Spontaneous pain NS
P P oFLx 6 1 3 5
T-3262 15 9 1 1
Tenderness NS
OFLX 13 n 1 0
. T-3262 11 11 1 3
Induration NS
OFLX 14 9 0 2
T-3262 10 6 0 0
Redness NS
OFLX 9 8 0 1
T-3262 5 7 0
Swelling NS
OFLX 9 5 0
. T-3262 6 2 7 1
Spontaneous pain NS
OFLX 5 6 5 2
Group VI
T-3262 9 5 1 1
Tenderness NS
OFLX 8 10 0 0
T-3262 4 3 2 7
Pseudomembrane NS
OFLX 3 7 3 5
T-3262 8 5 2 1
Oozing NS
OFLX 6 6 5 1
Table 8. Final overall clinical efficacy
e Iysi
Final overall clinical efficacy Statistical analysis
Dr Total =+ © 2-test
t x°-tes
R @) | @ | B | etest
* * + o # | z¢ | O
- 5 9 6 60.0 88.0 4.8
T-3262 125 75 35 NS NS NS NS
OFLX 122 71 30 14 58.2 82.8 5.7
# ! excellent # :good + :fair O poor

HIPE (EX TR CarErhFh 85.2% (23
20), 92.0% (23/25), HUBOMTIL 85.7% (18/2D),
81.5% (21/24), WIEFETik 80.0% (4/5), 100% (3
3), #Tit 100% (3/3), 0% (0/2), FHMBOERIEIR
#Bcz 100% (5/5), 33.3% (1/3) Thwoto T,
EVEOFE T 100% (3/3), 50% (2/4), BEL T

TREL b ic 80% (4/5, 4/5), V v AR 2OWTHEE
&% 100% (6/6, 3/3), SpL/NEHL TIX 1007 (8/8),
70% (7/10) TH » oo HVEOKTIRETIX 100%
(3/3), 66.7% (2/3), {LIBMEFTIRA T 100% (4/4),

66.7% (2/3), BREMEE T 78.9% (15/19), 89.5%
QA7119) TH b, EUFEOJKER T2 87.5%(14/16),
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Table 9. Overall safety rate
Overall safety rate
Drug Total Slight proble U-test
Safe Nearly safe l‘;‘ problem Not safe
in safety
128 3 0 3
T-3262 134
(95.5%) 6 (4.5%)
NS
3 0 5
OFLX 134 126
(94.0%) 8 (6.0%)
Table 10. General utility rate
General utility rate Statistical analysis
D Total S i e ? test
ruy ota x
s ) | @ | B | Uetest
H# + + - " =4
T-3262 128 75 34 10 5 58.6 85.2 3.1
NS NS NS
OFLX 126 73 26 17 7 57.9 78.6 2.4

+# : remarkably useful 1 I useful + : slightly useful

88.9% (16/18) TH » 10

4&fkCir, T-3262 ¥ 88.0% (110/125), OFLX B
82.8% (101/122) TH -7

5. BRETIBEKEHNEE

BRAWKERE T Table 12 wRTX 5K, & &
B, ABE -4k, EEE, BRHM, KB S0E
BERZEH, SRIRALE, RIREAARIAS, HLAEME DR
i, RBREFCRBIME, RETALEOWTRE
il WThOHEZESWTHEEZ1IRHS
kot

6. ERETHHERE

BRI Table 13 wRT X5, M, £#, ABE-
Mk, EEE, BREE, KB A0HE HEEAL
ARLE, RRERMAY, HAEDBEONER, #R
BRI ORELIM, RERLLCOWTRE Licsd, WTh
DEHBIZEWTHHFEZIZE D bhith -1,

7. BRI BB

L ER(H A OB HEE 1T Table 4 Rt X5k, £
ke LtotER (BEYE) 1, T-3262 313, 38

B 75.2%, 5HE 8.0%, 7HEH 9.4%, 10 AR
88.5% T#b, FEsic OFLX B oakER23HE

72.8%, 5HE 84.2%, 7THE 88.4%, 10 §F 96.0
% Thotco WTHOFHEH KR WTH AHEELEE
Er@EHbhinhote,

KEHEAICL, FUHCHKWT, SHEDURELZE

— : useless X . undesirable

L< k3Ll F (T-3262 B 75.0%, OFLX I 0%), &
%k (T-3262 & 100%, OFLX P 66.7%) T, T-
3262 HAERIE, » 10

fhoEEE, FHEOSVWTIIEELZRIAD Ghich
')‘fco

8. HRBIKEE

FZHEBBOH « (EIER DK % Tables 15~20 i
=L

HIFETIL 7HBORKFEVWTUKRET OFLX
HABECE V- HELED BT,

HAHTE, SHEOEEO URE L #E X (T-
3262 F 75.0%, OFLX ¥ 100%) ks\ T, OFLX &
BEREICE T

fhosEm, v, V, UBTRW-ThofER, FEAT
BT ERERTEDOhigh oz,

9. WE¥ENDR

FEBAIA X s 189 ¥k (T-3262 7 93 &,
OFLX ¥ 96 £k LOMBEE O - Staphylococ-
cus aureus 82 Pk (T-3262 T 36 Bk, OFLX % 46
¥k), coagulase-negative staphylococci (CNS) 69 #
(T-3262 # 36 #, OFLX # 33 &) o MIC %%
Figs. 2~4 w7/ L#o T-3262 } OFLX o MIC %
T-3262 FEsrmibk - OFLX RESRERE L CHE LB
Ci2, S.aureus © MIC HAiizds\ T T-3262 B EEK
DHBERCE VRS 2R LI
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Table 11. Final overall clinical efficacy classified by disease

Final overall clinical efficacy Efficacy rate (%)
Disease Drug Total
- + + (o] it =4
T-3262 15 2 . .
Group 1 | Folliculitis 2 | 856 | 8.2
OFLX 18 5 25 72.0 92.0
T-3262 12 2 21 57.1 85.7
Furuncle
OFLX 17 2 24 70.8 87.5
T-3262 1 . .
Group Il | Furunculosis 3 1 0 5 2.0 80.0
OFLX 3 0 0 0 3 100 100
T-3262 1 0 3 66.7 100
Carbuncle
OFLX 0 2 2 0.0 0.0
Group 1l I tigo contagino T-3262 3 2 0 1] 5 60.0 100
rou| 'm sa
P pe B0 | oFLx 1 1 1 3 0.0 | 333
. T-3262 1 3 33.3 100
Erysipelas
OFLX 2 4 50.0 50.0
T-3262 1 1 0 5 60.0 80.0
Phlegmon
OFLX 1 1 5 60.0 80.0
Group ¥V
Lymphangitis T-3262 1 0 0 6 83.3 100
(Lymphadenitis) OFLX 1 3 66.7 100
Acute paronychia T-3262 3 0 8 62.5 100
(whitlow) OFLX 2 1 10 50.0 70.0
T-3262 1 2 0 0 3 33.3 100
Subcutaneous abscess
OFLX 1 1 0 1 3 33.3 66.7
Hidradenitis T-3262 2 0 0 4 50.0 100
Group V i
suppurativa OFLX 0 1 0 3 66.7 66.7
Infected ath T-3262 13 2 2 19 68.4 78.9
plected atheroma | oFLX 8 9 2 0 19 2.1 | 8.5
crown W | Secondary infects T-3262 12 2 0 16 75.0 87.5
roup econdary Imections | orLx | 10 1 18 55.6 | 88.9
T-3262 75 35 9 6 125 60.0 88.0
Total
OFLX 71 30 14 7 122 58.2 82.8
H# : excellent 4+ : good + fair O poor

—%, mEHO MIC HHXHBELTASE, 208
st s MIC o€ — 7k T-3262 23 0.1 pg/ml,
OFLX 7% 0.78 ug/ml & 3 %2 L T-3262 DY\ Eh T
Wizo S. aureus T B MIC D — 7%, T-3262 A
0.05~0,1 pg/ml, OFLX #%0.78 pg/ml T3~ 4 Hi2 &
T-3262 DH BN T ize Ehz, CNS x5 MIC

DO — 73, T-3262 5% 0.1ug/ml, OFLX 230,78 ug/
ml C T-3262 DFH 38T LR T,

ARSI RAE v ¥ ErTRE Y 128 4 (T-3262 F
62 B, OFLX B 66 fl) iz > \»C Table 21 iR L
too EMAM:(b3 2 T-3262 B 87.1%, OFLX ¥ 90.9%
ThHY, HEELLERRLEE 5 & T-3262 F 93.5
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100~
S
S
g
g Jo—o
"&\;, 50 ) |
g No—a
5 Ve
O
Tt v T T T T T M
] WG 0 8 0.4 02 0.8 076 18003 6.5 125 25 80 10| ol ek
grow [ (ug/mi)
T 18 & 12 7 3 2 1
o g L1 BATBIBOBI BRI 10 % XS
1lorLx Z 2 % % 12 6 3 3 %
2.1 4.2 35.4 75.0 87.5 3.8 %.9 100
3 17 &4 18 8 1 1 1
o oFLX 3.271.5 68.8 88.2 96.5 97.8 98.9 100 “ NS
¥ loFLx 3 24 8 13 5 2 1 %
3.128.178.1 91.7 %6.9 99.0 100
Fig 2. Sensitivity distribution of total clinical isolated strains
100
S
-
=1
(3]
|5}
]
a I o—o
@
£ 50 Ie—
E I o—a
E N.——.
=1
6]
Tratment) MIC e 0.5 0,05 0.1 0.2 0.39 0.78 156 313 6,25 12.5 25 50 210 Total|Uest
goup  {{ug/ml)
B 1B 2 2 1
1|15 - %.1 8.1 917 97.2 100 % .
R PP AR
T0FLX 2.2 6.5 5.7 95.7 97.8 100 %
_ s 1 10 2 1
s 7.0 63.9 91.7 97.2 100 %
OFLX TR *
VOFLX 2.2 41.3 8.7 100 %
Fig. 3. Sensitivity distribution of clinical isolates Staphylococcus aureus
*: P<0.05
Table 21. Bacteriological response
. Eliminated ..
Drug Eliminated | Unchanged | Replaced Total Unknown Eliminated + Replaced Statlsm.:al
(%) o analysis
(%)
T~3262 54 4 4 62 63 87.1 93.5
NS
OFLX 60 2 4 66 56 90.9 97.0

Statistical analysis : x? test
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Cumulative percent (%)
g

Treatment
wow | (ug/ml)

«m 005 0.5 0.1 0.2 0.390.78 1.56 .13 6.5 12.5 25 50 2100|Total] U-tst

1 2 21 5§

Hraw 2.8 8.3 88.397.2

T-268

1
100 %

4 203 3

BjorLY 12.1 75.8 8.8 93.9

2 NS

100

m|T-362
OFLX

1 3 28 3 1
2.8 11.188.997.2 100

N[OFLX

5 2 2 3 1
15.2.81.8 87.9 97.0 100

3

3%
NS

13

Fig. 4.
negative staphylococci

9%, OFLX B 97.0% C, MBEMcHEEEIRED»Lh:
ot

SEEROWNEL Table 22 R+ X5, WETHE
v 138 ¥ (T-3262 B¢ 68 #k, OFLX B¢ 70 #) imist-
T, W&E it T-3262 B 94.4%, OFLX B 97.2% T
b, e LI-EKR T-3262 BT S aureus 48
OFLX i3 CNS 2 Th -1

DEETBA L E B Table 22 T RTL51C
H® (B4 LLE) 13, T-3262 B 90.2% (74/82),
OFLX Ef 82.8% (72/87) Th »1co MMl XVRAR
BOic B b, BMRERHeT 1k T-3262 J¥ 88.9% (64/
72), OFLX % 84.6% (66/78), B&RBYTi2 T-3262
# 100% (10/10), OFLX ¥ 66.7% (6/9) TH -7

10. ElfeA

AT &5 268 f (T-3262 ¥ 134 4], OFLX
7 134 4 RO EIfFA% Table 24 iR L7,

T-3262 HCi3, KE 20, BX, BHTHRE B2 -
EEsi4 1 GICet 5 61, BEEW 8.7% Tholwo —
%, OFLX Tk, R - TR26, Bl BERETFR
B, ES - SOFR, EBX - BER BETRE-T
# - B, AFENE 1 HICEr 8 Bl RERIZ 6.0% T
bote RRECH W TARBMCARZIREDbhih
~ 1= (Table 25),

11. BRREERE

B Lk BRRE Y Fi Lic 149 61 (T-3262 3
73 I, OFLX % 76 D) ©5% T-3262 BD 2 Blic
GPT LHAMTS bt (Table 26),

Sensitivity distribution of clinical isolates coagulase

III. * »”

BENLIMEER KT 5 T-3262 0B BE, BLH
¥ XIUHAE Y ERICIET 5 cdic, = OFRKRTA
{EAEhTWw5 OFLX #xBEL L T_EFRLEK
ABREREE L,

T-3262 i3, REMECBERBOBREOFTEHIE
DD S aureus, CNS ot LEVWHEHY¥ETHE
EL I EMBREANOBTHRIFCHSY fud, BRERIL
ST A REER L LTEEN DB LELLR
Bo TTRRAMNER Lc—BERARTIL 86.7% ©
EHRPBTRHY, oz L¥E3F T35 Bbh
oo

ZRBOBEYEIZ, FI~NV, BT EMH, £V
Bti2 10 BEIOW ST CHE XTI » oo = OREHIM
i1, BREEECBEEBOE NERBEEALE TS
EuELDE, BYLHHMEVL IS,

T-3262 o5&z, B 62 £2 AoHFEALTE
W, BRLBRBEE (300mg/H 85.1% (40/47), 450
mg/ B 94.1% (48/51)) s X UF ¥ (300mg/R 78.7%
(37/47), 450 mg/H 86.3% (44/51)) 1z & X b 450mg/H
EREE I, OFLX of5&ico1Tis, OFLX o
BAREs I —EERRABR ER S h i 600mg/A%RA
L

SEORR T FERTFESVLWIEHMCILTL
EeHREY Bich - e, HABED T-3262 o AR
DEEFIN Eh ot BLIIISBED 5>, T-3262
BrLoMINT: S aureus 53 OFLX B2 L4HI R
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Table 22. Bacteriological response
Bacteriological response Elimination Statistit.:al
Organism Drug Total Unknown rate analysis
eliminated | persisted (%) (2 test)
T-3262 24 4 28 8 85.7
NS
. aurets OFLX 37 37 9 100
T-3262 2 11 100
CNS* 326 25 NS
OFLX 21 2 23 10 91.3
S. agalactiae T-3262 2 2 100 _
. agalaci OFLX 0 1 "
s , T-3262 1 1 100 _
. equinus
e OFLX 0 ~
T-3262 3 3 100
S. NS
pyogenes OFLX 4 4 1 100
Streptococcus T-3262 1 1 100 X
oC sp.
hlococcus sp OFLX 1 1 100
T-3262 0 1 —-
E. li -
faecalis OFLX 3 s 10
. T-3262 0 1 —
P, prevotii _
OFLX 0 -
T-3262 0 .
P, acnes _
OFLX 1 1 1 100
T-3262
K. pneumoniae 8 8 3 100 -
OFLX 0 1 -
T-3262 -
K., oxytoca 0 —
OFLX 0 1 _
T_
P. mirabilis 3262 1 1 100 _
OFLX 0 _
P. aeruginosa T-3262 4 4 100
e OFLX 1 1 100 NS
T-3262 2 2 100
E. aerogenes NS
OFLX 1 1 100
T-3262
A. calcoaceticus 2 2 100 NS
OFLX 1 1 100
T-32
Total 3262 €8 4 72 21 94.4 xS
OFLX 7 2 72 2 or.2

*

coagulase negative staphylococci
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Table 23. Isolated organisms and final overall clinical efficacy

Efficacy
Organism Drug Excellent Good Fair Poor Total rate
(%)
< wurens T-3262 19 7 3 2 89.7
. AU
OFLX 28 9 2 39 9.9
T-3%62 17 12 2 3 4 85.3
CNS* 5
OFLX 17 7 4 3 31 7.4
— T-3262 2 2 100
. N
voge OFLX 1 1 100
step . T-3262 -
0COC( h
ous sp OFLX 1 1 100
- T-3262 -
. jaecaills
F OFLX 1 1 2 100
& - T-3262 1 1 100
o . prevoins
ol OFLX -
3
gl o, T-3262 -
= . acnes
g OFLX 1 1 2 50.0
=1
P K . T-3262 1 1 100
. moniae
pneu OFLX -
J— T-3262 1 1 100
. traoits
" OFLX _
b sorei T-3262 2 2 100
. aeruginosa OFLX 1 1 0.0
e T-3262 2 2 100
. aerogenes OFLX 1 1 100
Subtotal T-3262 45 19 5 3 72 88.9
Hto OFLX 49 17 7 5 78 84.6
. TS
5 aureus T oLhel OFLX 3 1 2 1 7 57.1
b=
g CNS+oth T-3262 2 2 100
& others OFLX 1 1 100
3
] T-3262 1 1 100
(5
E others OFLX 1 1 100
& total T-3262 8 2 10 100
Subtota OFLX 4 2 2 1 9 66.7
T-3062 53 21 5 3 82 90.2
Total OFLX 53 19 9 6 87 82.8

* : coagulase negative staphylococci
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Table 24. List of side effects

T-3262 OFLX Total
Nausea 1 1 2
Gastric discomfort 1 1 2
Nausea - 11l feeling 1 1
Nausea * Dull headache 1 1
Gastric discomfort * Diarrhoea - Headache 1 1
Headache - Diarrhoea 2 2
Insomnia 1 1
Rash 2 2
Wheals -+ Itching 1 1
Total 5 8 13

Table 25. Side effects
Side effect Statistical
Drug j
no yes total incidence analysis
T-3262 129 5 134 3.7%
22 NS
OFLX 126 8 134 6.0%

72 S.aureus X b L EEHic LT MIC OECHER
HofEREBI, ZolHiE MIC GEEERLD
BEAIRLBRS OB MIC #8A) %Rk»T MIC
4% (Table 27) %#3 L1, S. aureus 70 B (T-
3262 ¥ 30 #, OFLX B 40#) iwk\Th, 28LA
BoBANR ST, ¥7, Mantel-Haenszel 3% 5\ >
TEHEH DR b ¥HIE LT S. aureus %43 LI FEH D
BREBBEE LRI Lich, ZORTEETLERSK
REFEOFPHRICERTDShigh o,

ERT BRI EML D &, B IR CNS AR
ET BT L&At T-8262 & OFLX i3tz CNS iz
M UTHES MIC 2F L, ¥ 7ickMERSRE &S
BEIIRVWCLLDY, HRIBRBTNEEELEC
Wh, UL LEBiric Xhut, T-3262 Bos5HEETH
BoZRix OFLX BHh~RTHLHEALD T FI
iy, EMUCBECEANER THEA, WHLLHRE
TREBRTHVERZREDbhieh oo, FHEIT
5 B BT T-3262 BB IR T B, RAD
ERME RIS MR LBEO R I R R B
FLMEINBDTC, BRIMBPE 2 X5, EVE
REFDFRAFEE~FE LT VEETH- T, BE
DREBLHELHITHE VBRI E V. T-3262 i1,
OFLX BHLh 1 B2 RTH BT L S

BEDr ot BVEIRBLIBRIFRERETHIR
WLEEEELZED M ol BRI L ORPEE
RH50T, TohOBRREC X HERYHET 8
CRENSES 2, ARRICEVWTHEREELBIFLEER
ThHHEEEXEDEM 51,

¥7, FHEBCIX FUFC B EMnAbhic
2, 2t LTREBEcAEZRRESbhih o1,
MBEFHZE L, DEESALTLLELE L —%L
BV EWSHIHRICYIO S D THBH, FEAMICERL
Biiehs -t

EIffOE T, HLBERMM IR OREOES
LB ER S, HEL, SLOERIIHERCEDLR
o fehy, T-3262 B X BB E D RMEERS,
OFLX FHiiHE, Fl. AEXZbhis,

¥in, WEMEE I T-3262 B 2 flo GPT L@
AZbhin, BETHOIMBELES LD Tikith o1,
PR, €Y FyaaxvBRERMEANT riE
Wl M TRERBEERCERONS Lk b2t
WIEAITH B, T T 1984 SED norfloxacin Lk, &
DHTERDOEMNCHEIRTEL, +oBHE LTIE
HEH R B 24 L#< MRSA i Ak
EP, BEORENRTERZE, IV 7=2v7 7. v
EOBRCEETWEEBLEERR W i R
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Table 26. Laboratory findings with T-3262 or ofloxacin

No. of cases
Item Drug e
total normal abnormal
T-3262 75 75 0
RBC OFLX 75 75 0
T-3262 75 75 0
Hb OFLX 75 75 0
e T-3262 75 © 75 0
OFLX 74 74 0
T 3262 75 75 0
e
WBC OFLX 74 7 0
T-3262 62 62 0
Stabs OFLX 59 59 0
= se T-3262 62 62 0
2 8 OFLX 59 59 0
(9]
- T-3262 68 68 0
g Lympho OFLX 64 64 0
£
= Moo T-3262 68 68 0
5 e OFLX 64 64 0
< Eo T-3262 68 68 0
Q > OFLX 63 63 0
B T-3262 66 66 0
aso: OFLX 63 63 0
Platelet T-3262 63 63 0
atete OFLX 64 64 0
T-3262 73 73 0
coT OFLX 76 76 0
T-3262 73 71 2
GPT OFLX 76 76 0
T-3262 72 72 0
ALP OFLX 72 72 0
o T-3262 70 70 0
Total bilirubin OFLX 7 7 0
T-3262 74 74 0
BUN OFLX 73 73 0
sc T-3262 72 72 0
r OFLX 70 70 0
T-3262 58 58 0
Na OFLX 59 59 0
T-3262 58 58 0
K OFLX 59 59 0
T-3262 58 58 0
cl OFLX 59 59 0
. ] T-3262 57 57 0
Urinary protain OFLX 60 60 0
_ T-3262 57 57 0
Urinary sugar OFLX 60 60 0
- _ T-3262 57 57 0
Urobilinogenuria OFLX 60 60 0
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Table 27. Sensitivity distribution of clinical isolates of Staphylococcus aureus
Statistical
Drugs MIC <0.0% 0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 125 25 50 2100| Total | analysis
e/ (U-test)
T-3262 12 15 2 1
- T-3262 NS
OFLX 1 2 20 15 1 1
T-3262 ' g 1 9 1 1 30
| OFLX *
OFLX 1 16 21 2 40
* . p<0.05
DFLhn, T-3262 L ¥l, “hoOEREYETHR O B A R P BE L BE K 2 R o M i3, Chemo-
CHBEOR\ KR E#E L B, therapy 36 (S-9) : 1288~1327, 1988

2) WMEE®K: 27 vHET VO RBBRRIEDL
X L3 g, BB 45 : 565~570, 1987
1) BE X, B M, #E Rfb39 4 : T-3262

DOUBLE-BLIND CLINICAL STUDY OF T-3262 (TOSUFLOXACIN
TOSILATE) IN COMPARISON TO OFLOXACIN IN
SUPERFICIAL SUPPURATIVE INFECTIONS

Hisasar Taxanasui, Kikyo Gon and Masaru Okupa
Department of Dermatology, School of Medicine, Teikyo University,
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We conducted a double-blind test with ofloxacin (OFLX) to evaluate the efficacy, safety and ava-
ilability of T-3262 (tosufloxacin tosilate), a new pyridone carboxylic acid synthetic antimicrobial, in
the field of superficial suppurative infections. The daily doses of T-3262 and OFLX were 450 mg and 600
mg, and t.i.d. after meals. The duration of the treatment was 7 days apart from that of group V
(atheroma, abscess group) which was for 10 days.

The following results were obtained for the total 274 cases (T-3262: 138, OFLX: 136) ; efficacy
ratings in 247 cases (T-3262:125, OFLX :122) and overall safety rating in 254 cases (T-3262: 128,
OFLX 126).

1. The overall clinical efficacy was 88.0% (110/125) in T-3262, and 82.8% (101/122) in OFLX, both
including excellent and good cases, and no significant difference was recognized between the drugs.

2. The bacteriological results were 87.1% (54/62) in T-3262, and 90.9% (60/66) in OFLX in the
rate of their elimination, and no significant difference was recognized.

3. Overall safety ratings were 95.5% (128/134) in T-3262, 94.0% (126/134) in OFLX with no
significant difference between the two. Side effects were recognized in 8.7% (5/134) in T-3262, and
6.0% (8/134) in OFLX, with no significant difference. Abnormal laboratory findings were recognized
in'2 of 73 cases as the elevation of s-GPT, both belonging to the T-3262 group.

4. General usefulness rates were 85.2% (109/128) in T-3262 and 78. 6% (99/126) in OFLX, comprising
remarkably useful and useful, and no significant difference was recognized between the drugs.

Based on the above mentioned results, T-3262 was evaluated as being a very useful preparation,

like OFLX.





