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Fig.1. Dosing schedule

Table 1. Evaluation schedule (Group I~N & VI)

Evaluation day Lst da 3rd day 5th day 7th day

Item Y| (2-4th day) | (5.6th day) | (7,8th day)
Severity @)
State of disease at visit @)
Body temperature, subjective

emp ’ o o) o o
and objective symptoms
Overall clinical evaluation O O @]
Side effects O O O o
Laboratory examination O O
Bacteriological examination O @) ©) @)
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Table 2. Evaluation schedule (Group V)

Evaluation day 1st day 3rd day 5th day 7th day 10th day

Item (2-4th day) | (5-6th day) | (7-8th day) | (9-11th day)
- Severity O

State of disease at visit O

Body t.emplerature. subjective o o o o

and objective symptoms

Overall clinical evaluation O @) @)

Side effects (0] @) o o

Laboratory examination O O

Bacteriological examination O O (@) O
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NY198
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Total

Total cases enrolled

1147
D144
£ 291

|

|

L Efficacy | l
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Exclusion-Dropout

NY198: 15 NY198: 3 NY198 :13
NFLX :17 NFLX : 9 NFLX : 16
Total :32 Total :12 Total :©29

Exclusion-Dropout

Analyzed cases

Analyzed cases

NY198 : 132 NY198 : 144 NY198 : 134
NFLX : 127 NFLX : 135 NFLX : 128
Total :259 Total : 279 Total : 262

Analyzed cases

Fig. 2.

Flow chart of analysis

Table 3. Major protocol deviation

Evaluated or Excluded
NY 198 NFLX Statistical analysis

Efficacy Safety Utility

X @) O 2 1
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Table 4. Background factors of patients

Characteristics NY 198 | NFLX | Statistical analysis
S Males 76 86 NS
X Females 56 41 P=0.097
~19yrs, 11 15
20~29 36 36
30~39 27 22 NS
Age 40~49 26 11 _
>=().917
50~59 12 19
60~69 12 18
70~ 8 6
In/out patient inpatients 12 8 NS
n/out patients outpatients 120 119 P=0.488
severe 14 10 NS
Severity mf)derate 87 98 P=0.332
mild 31 19
Group 1 28 28
Group 11 28 31
G ¢ diseases Group I 10 8 NS
roup of disease Group 15 14 P=0.978
Group V 29 24
Group VI 22 22
Complication ne 7 64 NS
P ves 56 63 P=0.263
Combination drug no 102 101 NS
yes 30 26 P=0.763
Surgical intervention 1o 106 104 N5
yes 26 23 P=0.754
Condition of disease ::g::i{:g]z aggravating g ;g NS
at first visit =
st vist stationary 17 10 P=0.313
Antibiotics prior to no 125 123 NS
test drug administration yes 7 4 P=0.541
within 4 days 11 12
Duration of test 5~6 13 13 NS
drug administration 7~9 91 88 P=0.621
10 days 17 14
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Table 5. Classification of the diseases

Disease NY 198 | NFLX | Statistical analysis
folliculitis 25 27 NS
1 | sycosis vulgaris 3 1 .
Group P=0.611
Sub-total 28 28
furuncle 14 15
furunculosis 6 10
. 5 NS
Group II | carbuncle 2 3 —0.554
acute paronychia 6 3 P=0.554
Sub-total 28 31
impetigo contagiosa 10 8
Group 1l
Sub-total 10 8
erysipelas 6 2
acute lymphangitis 3 3 NS
Group ¥ cellulitis 6 9 P=0.227
Sub-total 15 14
subcutaneous abscess 4 4
hidroadnitis suppurativa 4 2 NS
Group V | .
infected atheroma 21 18 P=0.807
Sub-total 29 24
Secondary | wound 2 6
infection burn 3 1
Group VI postoperative infection 4 4 )_NS
others 13 11 P=0.367
Sub-total 22 22
Total 132 127

Mo, MEABEMOR Y XRET Lichd, HRhckw
T NFLX B BH»1%\ER (BERR 0.097) &b
Slett, TOMOEBCIIBELRIZFED bhich -
1o

2) $BEHT (Table 5)

ZRBEADEBI M OWLTHER L, WTho
RERLAEANMCER IR Y IXED bhigh » 7,

3) 4yBEE (Table6)
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#7 ¥ oERE (CNS) THhoto

SNEE R+ NY 198, NFLX o MIC (EEH
£ 1089/ml) Ak Fig. 4 © Lk hAEFFECEE
R D 2D bhieh o T

3. B#emERE (Table?)

M4 | 1% NY 198 B 48/132 (36.4%), NFLX B
38/127 (29.9%), ME%h) Ll bix NY 198 2 105/132

(79.5%), NFLX B 92/127 (72.4%) T b B
BT EBEZXRED bhieh T,

4, WL 2E (Table 8)

Mgz4- | (3 NY 198 Pf 133/144 (92.4%), NFLX &
121/135 (89.6%), MNzi¥#& L] Ll ik NY 198 ¥ 141/
144 (97.9%), NFLX ¥ 130/135 (96.3%) T b Bk
HIHMC A B ELRD bhieh -1,

5. HAM: (Table9)

& T A i NY198 B 45/134 (33.6%),
NFLX B 35/128 (27.3%), (M) LI Eix NY 198 B¢
102/134 (76.1%), NFLX #f 91/128 (71.1%) T %
h, HEABBCHEEEZLRD DIl 1,

6. EAMIIERLE

1) EREBRIEE (Table 10)
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BRI 5T,

2) FHHRM (Table11)
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Table 6. Distribution of organisms isolated before treatment

Organism NY 198 NFLX Statistical analysis
S. aurcus 38 57
Coagulase (—) staphylococci 26 19
S. pyogenes 1 1
S. agalactiac 2
E. faccalis 1
E. coli 1 NS
Monomicrobial C. freundii P9 L7 P=0.105
K. pncwmoniac 2
L. acrogenes 3
S. marcescens 1
M. morganit 1 ¢
P. aeruginosa 1 1
Sub-total 73 83
S. anreus + S. pyogenes 5 4
S. aureus + K. oxytoca
S. aureus + P. aeruginosa 1 :
Dimicrobial S. pyogenes + E. cloacae 1 : 10 5 NS
S. agalactiae + K. oxytoca 1 :
.. . . H P=0.379
C. freundii + K. pneumoniae 1 :
C. freundii + P. aeruginosa 1 :
L. i S. aureus+Group G streptococci+P. aeruginosa 1
Trimicrobial . . . i 0 2
Group G streptococci+E. faecalis+P. aeruginosa H 1
Total 83 90
Table 7. Final overall clinical evaluation
Final overall clinical evaluation Efficacy rate (%) Statistical analysis
Drug Number
of cases | excellent good fair poor excellent | =good Wicosox FISHER's test
test excellent | =good
NY 198 132 48 57 17 10 36.4 79.5
NFLX | 127 38 54 24 11 29.9 72.4 NS NS NS
P=0.167 | P=0.293 | P=0.193
Table 8. Overall safety
Overall safety Safety rate (% Statistical analysis
Number F 's test
Drug 1 " safety ISHER'S
of cases safe asr:f(;s slightly | not safe safe zah;lOSt WI%Z::(ON almost
doubted sale safe = safe
NY 198 144 133 8 2 1 92.4 97.9
NS
NFLX 135 121 9 2 3 89.6 9.3 NS NS
P=0.411 | P=0.534 | P=0.489
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Table 9. Overall utility
Overall utility Utility rate (%) Statistical analysis
Number Fisner’s test
Drug | ¢ aces |Femarkably useful | Stiehtly mot | desirable | CATKADIY | | cup | Wicoxon
uséful useful useful able useful <useful test remarkably ~zuseful
useful B
NYI18| g3 45 57 21
2 9 2 33.6 76.1 NS NS NS
NFLX | 128 35 56 22 11 27.3 71.1 P=0.202 | P=0.286 | P=0.401
Table 10. Final overall clinical evaluation by type of disease
Final overall clinical evaluation Efficacy rate (%) Statistical analysis
G Drug | Number " lw FisHER's test
roup )
of cases | excellent good fair poor excellent | =good ILCOXON
: test excellent | =good
NY 198 28 12 12 3 1 42.9 85.7 NS NS NS
Group I
NFLX 28 9 9 8 2 32.1 64.3 P=0.149 | P=0.582 | P=0.121
NY198| 28 7 15 3 3 25.0 78.6 NS NS NS
Group 1I
NFLX 31 8 14 3 6 25.8 71.0 P=0.665 | P=1.000 | P=0.56L
NY 198 10 7 3 0 0 70.0 100.0
Group I NS NS NS
NFLX 8 3 3 2 0 37.5 75.0 P=0.110 | P=0.342 | P=0.183
NY 198 15 5 7 3 0 33.3 80.0
Growp NS NS NS
NFLX 14 6 5 2 1 42.9 78.6 P=0.797 | P=0.710 | P=1.000
NY 198 29 9 12 5 3 31.0 72.4
Growp V NS NS NS
NFLX 24 4 14 5 1 16.7 75.0 P=0.630 | P=0.338 | P=1.000
NY198| 22 8 8 3 3 36.4 72.7
Group 11 NS NS NS
NFLX 22 8 9 4 1 36.4 77.3 | P=0.775 | P=1.000 | P=1.000
Redness Papules Pus
3.0 .
¢ 1 NY198 3.0 3.0
+ :NFLX
+
2.04 ¢ 2.04 & 2.0 ¢
ff f
1.0 ++ + 1.0 H 1.0 ++ ++
¢ o +
0.0 0.0 0.0 L
Evaluation day | 1'st[3 rd[5 th[7 th Evaluation day [1'st[3 rd[5 th[7 th Evaluation day [1'st[3 td[5 th[7 th
n=| Mean [2.00 [1.39 [1.07 |0.54 n=[Mean|2.04 [1.46 [1.18 |0.50 =[Mean|[2.00 [1.14 [0.79 |0.21
NYI1%) 08 |"SE 10.136]0.173]0.178]0.108 NY1%8) 56 |"SE [0.196]0.202]0.200]0.121 NY1%8 ;s selgn 0.154]0.210[0.188]0.094
n=| Mean |2.25 |1.54 [1.18 |0.71 n=|Mean|1.96 [1.50 [1.18 |0.64 =|Mean|2.036]1.18 [0.93 [0.43
NFLX 28] "SE 0.098]0.158]0.179]0.144 NFLX 28 "SE _[0.150]0.159]0.186]0.158 NFLX ;8 SE_|0.141]0.154[0.162[0.120
Statistical analysis NS P=0.425 Statistical analysis NS P=0832 Statistical analysis NS P=0.766

Fig. 3-1. Clinical course of symptoms on each evaluation day (Group I)
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Redness Swelling _ Spontaneous pain
3.0 . .0
+ ¢ :INY198
¢ 4 :NFLX o ;
2.04 +’r ++ 200 g 4 200,
1.04 f 1.0 # Lo f by
0.0 . 0.0 0.0 +
Evaluation day 1 st[3 rd[5 th|7 th Evalun_ll_o day | 18t|3 rd[5 th|7 th Evaluation day |1 st |3 rd|5th|[7 th]
n={Mean|2.50 [1.82 |1.68 |1.14 n=|Mean|2.50 |1.79 [1.57 [1.07 n=(Mean|1.75 [{1.00 {0.79 |0.43
NY198(50 =oF To.izio 03[0 z00fo.108]  |™ Y %28 [ SE [oazi[0a7al01630.205] | %|28[ SE [0.175]0.224[0.214]0.209
n=|Mean|2.71 |2.10 |1.87 |1.16 n=(Mean|2.52 |1.87 |1.74 [0.97 n=|Mean|2.13 {1.29 [1.26 {0.68
NFLX 31| SE ]0.083[0.142|0.172(0.192 NFLX 31| SE [0.112(0.145[0.167]0.210 NFLX 31{ SE 10.152]0.181{0.197{0.220
Statistical analysis NS _P=0.339 Statistical analysis NS P=0.682 Statistical analysis NS P=0.177
Tenderness Induration ~ Exudate
3.0 3.0 3.0
+
b &
2.0 + + 2.0 + " 2.0
1.0 + ++ 1.0 ++ 1.0 + ++ ++
0.0 0.0 0.0
Evaluation day |1'st][3 td[5 th[7 th Evaluation day |1st[3 rd[5 th[7 th Evaluation day | 1st|3 rd|5 th|7 th
n=[Mean|2.29 |1.46 [1.21 [0.72 n=[Mean|2.11 [1.61 [1.46 [0.96 n=[Mean|1.36 [1.04 [0.79 [0.57
NY198/,5 "SE fo1ssjoassfozozozit] | NY%|28[ SE [os0[o.73l0a7afo1s2| | ¥1%{28[ SE [0.187[0.189]0.173]0.19
n=|Mean|2.65 [1.84 [1.68 |0.87 n=|Mean|2.39 [1.81 [1.71 [1.23 n=[Mean|1.52 [126 {116 [0.71
NFLX |31 ["SE [0.099]0.174]0.199]0.221 NFLX|3) ["SE [0.137]0.150]0.162]0.184 NFLX| 5 "SE [0.191]0.191]0.180]0.192
Statistical analysis NS P=0.1 Statistical analysis NS P=0.275 Statistical analysis NS P=0.350
Fig. 3-2. Clinical course of symptoms on each evaluation day (Group II)
Redness Blister Erosion
3.0 ‘ﬁ 3.0 3.0
2.0 % d J[ 2.0 2.0 J[ *
1.04 * 1.0+ + 1.0 +
¢ :NY198 + + }
0.0| T :NFLX oo ¢ o 0.0
Evaluation day [1 st {3 rd[5 th[7 th Evaluation day [1'st[3 rd[5 th[7 | Evaluation day |1 st[3 rd|5 th|7 th
n=[Mean|2.80 [2.00 {1.60 [0.90 n=[Mean[1.30 [0.30 [0.20 | 0.0 n=[Mean|2.60 |1.00 [0.70 [0.0
NY198) 1 [7SE [0.133]0.333]0.371[0.348 NY198| 15[ "SE [0.396[0.1530.133] 0.0 NY198) 4 I"SE [0.221]0.394[0.335]0.0
n=[Mean|[2.88 [2.38 |2.13 [1.50 n=|Mean|1.38 [0.75 |0.50 | 0.0 -[n=[Mean|2.50 [1.75 [1.50 [0.38
NFLX|"8["SE [0.125]0.324]0.399]0.423 NFLX|"51"SE [0.498]0.366]0.378] 0.0 NFLX|"5["SE [0.327]0.412[0.422[0.183
Statistical analysis NS P=0.340 Statistical analysis NS P=0.563 Statistical analysis NS P=0.199

New lesion (s)

3.0

2.0

1.0

0.0

f 4

b,

Evaluation day

1st[3rd[5 th[7 th

2.10 [0.70 10.60 | 0.10

n=|Mean
NY198 10

0.233/0.335)0.340] 0.10

1.63 10.63 10.50 { 0.0

NFLX s SE

0.420{0.375/0.378{ 0.0

Statistical analysis

NS P=0.785

Fig. 3-3.

Clinical course of symptoms on each evaluation day (Group III)
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3.0 Redness N Swelling Spontaneous pain
. Y .
& ¢ :NY1s o
+ ! NFLX
2.04 H # 2.0 *J[ 2.0 *
e IR T B R
0.0 0.0 0.0 m+
Evaluatideay 1st{3rd|{5th[7th Evalua tio-nh;la 1st{3rd|[5th[7th Evaluation day 1'st[3 rd|5 t7h 070!7h
n=[Mean|2.67 |1.87 [1.53 |0.60 n=[Mean|2.67 [1.87 [1.53 |0.60 n=]Mean|1.00 [0.73 |0.47 0.
NY198115| Sk [o.126]0.201[027a]0.063] | %15[ SE [ozojozstjor [o1e3] | Y'°8|15[ SE [0.239]0.182]0.165]0.067
n={Mean{2.86 [1.79 |1.71 [0.71 n=|Mean|2.64 |1.50 (1.43 [0.71 n=|Mean{1.64 |0.86 [0.79 {0.29
NFLX|14[sE [ooorjozeijozeslozad] | X|14[ SE joasslossolossalozas] |NFLX|14[ SE Joseijorsjozsijozel
Statistical analysis NS P=0.731 Statistical analysis NS P=0.597 Statistical analysis NS P=0.341
Tenderness Induration

3.0 3.0
2.0 {j 2.04 ¢
1.0 ﬁ +J[ } 1.0 J[ +]l +
0.0 ¢ 0.0
Evaluation day |1 st |3 rd|5th|7 th Evaluation day [1'st [3Td]5 th|[7 th
n={Mean|1.87 {1.27 [0.93 [0.27 n={Mean|2.00 |1.53 |1.33 |0.73
NY19|151"SE [0.192]0.248]0.267]0.118 NY198|151°SE [0195[0.2150.2320.228
n=|Mean[2.29 [1.29 [1.14 [0.57 n=|Mean|1.50 [1.00 [0.93 [0.57
NFLX[1,["SE [0.266]0.322]0.329]0.251 NFLX| 14 "SE [0.292]0.297]0.2860.251
Statistical analysis NS P=0.536 Statistical analysis NS P=0.202
Fig. 3-4. Clinical course of symptoms on each evaluation day (Group IV)
3.0 Redness Swelling Spontaneus pain
. 3.0 - 3.0
¢ 1 NY198
++ + : NFLX o
2.0 + 2.0 ++ 2.0+
1.0 J?Jr ++ 1.0 ++ ++ 1.0
3 hr .
0.0 0.0 0.0 oo
Evaluation day |1st|{3rd|5th]7th|10th Evaluation day lst|3 rd[5 th[ 7 th[10th Evaluation day |1st{3rd|[5th|7th[10th
n=[Mean|2.35 [1.66 [1.55 [1.21 [093 =[Mean 231 [1.72 {152 [1.17 [086 n=[Mean|1.48 [0.59 [0.55 [0.31 [0.17
NY198159"SE [oaseforvaloreloiszjoles NY198,9 =SE 0150]0.171]0183[0.193]0.203 NY198|99"SE [ormejors 0.162[0.132[0.087
n=|Mean|2.25 |1.92 |1.50 [1.00 [0.75 n=|Mean|2.33 [1.9 |1.46 [096 |0.71 n=|Mean|[1.33 1.0 [0.42 [0.25 [0.125
NFLX |54 ["SE [usjosojosoo1s0]ez NFLX |2 sE 0.177]0.1950.199]0.185]0.165 NFLX |54 SE Joaseloany 0.158]0.138[0.092
Statistical analysis NS P=0.675 Statistical analysis NS P=0.696 Statistical analysis NS P=0.551
Tenderness Induration Exudate
3.0 3.0 3.0
2.0-4 ‘I' 2.0—1“" # 2.0
o] ¢ ++ 1.0 t f 1.0-# ++ ++
0.0 0.0 0.0 +
Evaluation day [1st[3rd[5 th[7th[10th Evaluation day lst}:{ rd}Sth 7th[10th Evaluation day [1st[3rd[5 th[7th[10th
n=[Mean|2.14 [1.24 [1.10 [0.79 [0.59 n=[Mean]2.10 {176 [155 [1.24 [100 n=[Mean|1.07 [0.79 [1.00 055 [0.52
NY198159 "SE 0.155[0.183]0.174]0.152[0.161 NY198) 9 I°SE 0.174{0,133{0.159 0.162[0.149 NY198), SE _[0.227]0.213(0.238]0.154{0.176
n=|Mean|2.25 [1.83 [1.21 [0.71 [046 n=|Mean|2.13 |1.92 [1.42 [1.08 |088 n=|Mean|1.17 {113 [0.79 [0.54 [0.38
LX
NFLX|o4[ sE 0.162[0.206[0.190]0.185[0.147 NFLX o[ SE 0.1630.158[0.169[0.158[0 151 NFLX |94 [ SE oz 0.211{0.180]0.170[0.179
Statistical analysis NS _P=0.265 Statistical analysis NS P=0.757 Statistical analysis NS P=0.707

Fig. 3-5.

Clinical course of symptoms on each evalution day (Group V)
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Redness Swelling N Spontaneous pain
3.0 3.0 .0
¢ I NY198
4 ¢ NFLX ¢
2.0 2.04 4 2.0
1.0- f Ll 1 ++ } 1.04 ¢
# ) oy
0.0 0.0 0.0 &
Evaluation day [1st[3 rd[5 th[7 th Evaluation day | 18t|3 rd|51h[7 th Evaluation day |1 st rd|5th|7 th|
Ny1gg]1=[Mean[2.05 [141 1109 J0.73 Ny1og|"=[Mean[232 [1.41 Ti.14 Jo82 Ny105]"=[Mean]0.96 [036 J032 [0.18
22| SE ]0.139]0.182)0.173(0.135 22| SE [0.138/0.243]0.240{0.224 22| SE [0.232/0.168]0.1660.107
n=|Mean|2.09 [1.50 |1, .73 n=|Mean|1.96 |1.09 |0. .36 n=|Mean|1.32 [0.68 [0.41 ]0.14
NFLX 22| SE 10.197]0.205)0.239{0.220 NFLX 22| SE [0.180(0.207{0.221}0.155 NFLX 22| SE [0.202{0.153]0.1420.075
Statistical analysis NS P=0.690 Statlstical analysis NS P=0.2 Statistical analysis NS P=0.27
Tenderness Purulent coat Exudate
3.0 3.0 3.0
2.4 ¢ z.o—H 201 ¢
1.04 ++ | 1.04 # ++ 1.0 ﬂ +J, ;
+ ++ ++ t
0.0 0.0 0.0
Evaluation day |1 st|3 rd[5 th[7 th Evaluation day |1 st |3 Td[5th[7th Evaluation day |1 st |3 rd|5 th|7.th
Ny19s|"=[Mean[155 10.86 {073 [046 Ny19g|"= [Mean[159 10.96 [0.82 [0.50 Ny19s|"=[Mean|1.85 [1.05 096 J0.77
22] SE_|0.2160.211]0.210{0.183 22| SE |0.277]0.2750.252]0.205 22| SE [0240]0.259]0.250]0.218
n=[Mean|2.00 [1.05 [0.82 [0.36 n=[Mean[1.59 [1.05 [0.91 [0.27 n=|Mean|2.00 [1.09 [1.00 |0.46
NFLX| 53| SE [0197]0.192]0.204]0.168 NFLX | ["SE [0.243]0.232]0.217]0.150 NFLX |95 ["SE [0.147]0.227]0.218]0.158
Statistical analysis NS P=0.399 Statistical analysis NS P=0.797 Statistical analysis NS P=0.711
Fig. 3-6. Clinical course of symptoms on each evaluation day (Group VI)
Table 11. Overall utility by type of disease

Overall utility Utility rate (%) Statistical analysis
Group | Drug Number abl ikt " W Fisuer's test
7] of cases| remarkably slightly not ) remarkably S ILOOXON
useful useful useful useful undesirable useful Zuseful fest  |Temarkably >useful
useful
Group [NY198| 28 10 13 4 1 0 35.7 82.1 NS XS NS
I INFLX| 28 10 7 2 0 32.1 67.9 | P=0.403 | P=1.000 | P=0.35%
Group [NY198| 30 15 4 2 2 23.3 73.3 NS NS NS
I INFLX| 31 14 2 5 2 25.8 71.0 P=0.914 | P=1.000 | P=1.000
Group |NY198) 10 2 1 0 0 70.0 90.0 NS NS NS
I INFLX| 9 3 2 0 1 33.3 66.7 | P=0.098 | P=0.179 | P=0.303
Group NY198| 15 7 4 0 0 26.7 73.3 NS NS NS
¥ INFLX| 1 6 2 2 0 28.6 I 71.4 P=0.852 | P=1.000 | P=1.00
Group |[NY198| 29 12 5 3 0 31.0 72.4 NS NS NS
¥ |NFLX| 2« 13 5 1 0 20.8 75.0 P=0.781 | P=0.53% | P=1.000
Group |[NY198| 22 8 3 3 0 36.4 72.7 NS NS NS
VI INFLX| 22 10 ¢4 1 1 21.3 72.7 P=0.719 | P=0.747 | P=1.000
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Bacteriological effect Eradicated Statistical analysis
Number
Drug ) unknown rate Fisnir's test
of cases | eradicated | replaced | unchanged (%) x* test [—————
o eradicated
NY 198 79 65 4 10 53 82.3 * *
NFLX 82 53 8 21 45 64.6 P=0.041 P=0.013
Table 14. Bacteriological effect classified by type of disease
Bacteriological effect Eradicated Statistical analysis
Number -
Group Drug Unknown rate FisiEeR's test
of cases | eradicated replaced | unchanged (%) x? test e—
¢ eradicated
NY198 16 15 1 0 12 93.8 NS NS
Group I e
NFLX 16 12 2 2 12 75.0 P=0.264 | P=0.333
G I NY198 21 16 1 7 76.2 NS NS
roup NFLX 23 14 0 8 60.9 | P=0.226 | P=0.342
G I NY 198 9 9 0 0 1 100.0 NS NS
roup NFLX 5 1 1 1 71.4 | P=0.230 | P=0.175
G v NY198 3 3 0 12 100.0 NS NS
roup NFLX 7 3 2 7 42.9 | P=0.240 | P=0.200
G - NY198 16 11 2 13 68.8 NS NS
0
roup NFLX 13 7 1 11 53.8 | P=0.490 | P=0.466
NY198 14 11 0 3 8 78.6 NS NS
Group VI
NFLX 16 12 2 2 6 75.0 P=0.347 | P=1.000
Table 15. Bacteriological effect by organism
Number Bacteriological effect Eradicated Statistical analysis
Organism Drug robe Unknown rate FISHER's test
of cases | eradicated| replaced |unchanged (%) x* test ———
e eradicated
NY 198 36 29 2 5 2 80.6 NS NS
~ | S aureus
o NFLX 51 31 6 14 6 60.8 P=0.145 | P=0.062
k3]
& ons | Ny 24 19 1 4 2 79.2 NS NS
I NFLX 18 12 1 5 1 66.7 P=0.653 | P=0.483
Q2
g o NY198 9 1 1 0 77.8 NS NS
] ers
.;S NFLX 1 1 0 71.4 P=0.959 | P=1.000
O
= NY198 69 55 10 4 79.7 NS *
sub-total
NFLX 76 48 20 7 63.2 P=0.090 | P=0.043
Polymicrobial | NY 198 10 10 0 0 0 100.0 NS NS
infection NFLX 6 5 0 1 1 83.3 P=0.182 | P=0.375
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7. ERABIC X AMEEE N aMEEERE (Table 12)

I3 AP M) LT NY 198 2vih
BEA (EETER 0.062), LAV HE O [HI3EE ]
Ll ET NFLX B20E% CAMMSR 0.030) wifihicl
Sz, E oo BRI 2118 B e
Mmols

8. BIBREDIOEREH (Fig.3)

FARBE D EABFEEER T A SRR AOHETS 2 A~ 2
BEDAWA L, JEFIREE O LI 1T - oo X DBREE
REBEER, Jcl: o0, IREE: 1, fhESEE: 2, BRE:
3, MREELS WIE Lo a4 & frafb Lice £ Of
B, WTROEBIED A IER OB I 3\ Tl IKHIREH]

AR bR - T

9. fIEEHER (Table13, 14)

W4k Licont NY 198 B¥ 65/79 (82.3%), NFLX
Tt 53/82 (64.6%) THhh, NY198 HEDHHAZNE
B (RS 0.041) 1Eih » 1o

BRI\ VTR, WTEROERICES - THEE
FITEM e T EZIBD bhich -1,

10 rHEMDIATE A2 F: (Table 15)

IERYBE D B % T NY 198 B 723 5 B (HERER
0.043) ic Bh Tk b, HIEPFEET Vv REFC
BThEh B CHEERR 0.062) i2h -7,

11. g+ % NY 198 % X0 NFLX 0%
AL (MIC) 276

(%)
100.04
80.0-
60.0+
40.04
20.04
MIC 0.0 L bg o= T T T T T T T T T T Statcuca!
Drog | MIC " 0025 0.05 010 020 039 0.78 156 313 625 125 25 50 100 >100 | Total[S2u
1T 5 12 4 17 5z 1 1
NY198 Nyos (1.1)_(6.5) (19.4) (72.0) (30.3) (95.7) (97.8) (95.9) o | B
2 1 8 57 19 10 1 :
NFLX I (2:0)(3.1) (11.2) (69-4) (88.8) (99.0) (100.0) 98
3 6 6 3 2 9 7 1
Y198 | Fix (3.2)_(9.7) (16.1) (516 (81.7) (31.4) (98.9) nwo | B
3 325 3 13 13 1 :
NFLX v (1) (16.3) (41.8) (72.9) (85.7) (99.0) (100.0) %
Fig. 4. Sensitivity distribution of isolates (108 CFU/ml)
(%)
100.01
80.0+
60.0
40.0
20.04
MIC 0.0 Lo g * ¥ ¥ T T T T T T T T T Statistical
Drmg | (/e 0025 005 010 020 0.39 078 156 313 625 125 25 50 100 >100|Total 2titica
5 29 8 1 1
Y198 | vios (11.4) (77.3) (55.5) (52.7) o) | o
6 40 15 1
NFLX n (8.7) (14.2) (88.4) (1000) 62
2 1119 6 5 1
NY1%8 NFLX o (4.5) (29.5) (72.7) (86.4) (97.7) (o0 44 .
3 14 23 10 11 1 :
NFLX v (4.8) (27.4) (64.5) (80.6) (98.4) (100.0) 62
Fig. 5. Sensitivity distribution of Staphylococcus aureus (106 CFU/ml)
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(%)
100.0-

80.0+
60.0-
40.0-

20.04

id 4

0.0 v- -
Drug |(MC)) 0025 0.05 010 0.20 039 078 156 313 625 125 25 50 100 >100| Total [Siistica
NY198 1 4 17 3 2 2
NY198 (15.24) (aloéa) (92.3) (wti.u) NS
NFLX u (10.5) (94.7) (100) 19
2 3 15 4 1 1
NYI%8 | Fix (1.1)_(19.2) (16.9) (52.3) (95.2) (1000) BN
8 9 1 1
NFLX v (42.1) (89.5) (94.7) (1000) 19
Fig. 6. Sensitivity of distribution of coaglase-negative staphylococci (108 CFU/ml)
Table 16. Side-effects
Statistical analysis
NY198 NFLX A v
x° test
Total number of cases evaluated 144 Total number of cases evaluated 135 NS
Total number of cases with side effects 6 Total number of cases with side effects 5 P=1.000
Incidence of side effects 4.2% | Incidence of side-effects 3.7% o
Number Number
Symptoms Symptoms
of cases of cases
Pruritus 1 Toxicoderma 1
Abdominal pain 1 | Fever - sleepiness * nausea 1 -
Vomiting 1 Abdominal pain - diarrhea 2
Diarrhea * nausea 1 Nausea * anorexia 1
Nausea 2

L0BETRT 5 MIC 45il, Fig.4 DLkb 1k
OTHERRZBE T NY 198 1% 0.2~25 pg/ml @477 L,
¥'— 71 1.56 pg/ml, NFLX % 0,2~25 pg/ml =47
L, €©—2i% 1.56~3.13 pg/ml TH -1

RE7 FyRER 315 oMk Fig.5 otk h 1 &
Dt E#RZ BT NY 198 % 0.78~6. 25 pg/ml &4 %
L, ¥—=27{% 1.56 pg/ml, NFLX % 0.78~25 pg/ml
AL, ¥—27138.13pg/ml Chh, NY198 211 %
BEL TV,

CNS a3 #7hix Fig.6 © & % b NY198 it
0.78~6. 25 pg/ml iz, NFLX 1% 0.39~12.5 pg/ml iz4>
fiL, €—2i3Fhd 1.56pg/ml THYH, FIEAE
EDORETH -1
12. EIfeA (Table 16)

BIfEA ORBIFEE X NY 198 BT 6/144 (4.2%),
NFLX BT 5/135 (3.7%) Th v WEHHEMAEZE
BB B high o,

Elfe B ofEE 1 Table16 R3 L ¥ b CHBIERN
EbEhotc, BBERUA T NFLX BFicRs - ]
K -BEBL1ANRDY, TvAF—fEREBbh5 0N
NY 198 B 1 fl, NFLX BichBESHERE 16
7);5 el 7‘\'_'0

13. EERBREEOR% (Tablel7, 18)

EBLRBIALGRT, REMEORBULINY 198 6
B9, NFLX B 10 4] 17 FHE LA, REARS
X Table18 wiRd L& hFHEORBEHER ST
MEFBRCERZIED bhich -7,
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Table 17, Abnormal laboratory findings
Statisti
NY 198 NFLX alistica]
analysis
Total number of cases evaluated 113 Total number of cases evaluated 102
Total number of cases with abnormal 6 Total number of cases with ahnormal 10 NS
laboratory findings laboratory findings P=0.298
Incidence of abnormal laboratory findings 5.3% | Incidence of abnormal laboratory findings 9.8%
c Numbe
Item(before—after) Number Item (before—after) umber
of cases of cases
Eosinophils(1.0—9.0%) * Urine sugar(——+) 1 Eosinophils(4.0—8.0%) - BUN(16—22U) 1
Eosinophils(7.0-16.0%) 1 GOT(17-23U) - GPT(15~21U) - 1
GOT(21-66 U) - GPT(16-40U) ) WEC(8,500-14,000)
GOT(15—36U) - GPT(12—43U) GOT(38—51U) - GPT(117-143U) 1
GPT(31—41U) 1 GPT(21—82U) - Al-p(264—421U) 9 —
Total bilirubin (0.7-1.1mg/d1) 1 | GPT(26-55U) - Al-p(174=261U)
GPT(22—39U) 2
GPT(31—40U)
Al-p(109—140U) 1
BUN(11—31 mg/dl) - 1
Serum creatinine (1.1-2.3)
Urine protein(——+) 1

Table 18. Frequency of abnormal laboratory findings

NY198 NFLX
Item Statistical analysis
incidence % incidence %
WBC 0 (0/107) 1.1 (1/91) NS P=0.460
Eosinophils 1.9 (2/105) 1.1 (1/95) NS P=1.000
GOT 1.9 (2/108) 2.1 (2/96) NS P=1.000
GPT 2.9 (3/104) 6.2 (6/97) NS P=0.318
Al-p 0 (0/104) 3.2 (3/94) NS P=0.105
Total bilirubin 1.0 (1/ 99) 0 (0/91) NS P=1.000
BUN 0 (0/108) 2.1 (2/94) NS P=0.215
S-Cr 0 (0/100) 1.1 (1/94) NS P=0.485
Proteinuria 0 (0/ 94) 1.2 (1/86) NS P=0.478
Glucosuria 1.0 (1/ 98) 0 (0/93) NS P=1.000
1. % i3 MAESRESh 5, UBEOSE KRR TIHET

EEREROSHREMEORREE L LTIk, BES Y
VERENEERTHIRIEETH S, KARI, T
BE7FVHRBEIC IR EEL TV, IFHOELL LA
FEM B CNS (T DL IXEER Y FYRE) Mo
NBHZ EnB, VEILIBME L v v ERE, BES 1Y
HEIC L5005, ERECKREAEHETH 5,
VB ORLMER D D IXE S B gy, CNS %
DEEINDZ EDB e FOMDOEISHERLE D HIY, &
7 FoRRE, MEMHE Il ko ks ol

v ERE, CNS BETH 52, ExoERBEZh, S8
WHREZ LY, i, ERERELRBERERT,
T D X5 IRV B — R B RE O S 0 — R
TH5HY,

e, BHHREEORKEL LTUIRRL7 = 2%
FHINEGE EDTHEI, L, ZORER HEY
¥y REOMAYEMECESE,NEE T, HesFv)
RS Y N o RE (MRSA) 13 U & LTEHR
7 K YBRESAEE LT, EERHER T REOE
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AnG&bh A%, CNS OIEFIMHHED AR L Tu
Bo Lo T, KMAHEERCLREROBEEL &L
HRONEEOHMBERESEThTwB, 74trE
r v#] (FQNL) i, flRit DA & ORZEMEEI KL,
it 7 F o RBEC AR T, KEREIRCL BRI
TBBEREERA TV 5, TOBKRTH LRI R
FQNL Th5 NY198 #BEfFo NFLX LKA
ERNTAZ EREEBETH S,

NY198 & NFLX L #Hilid5 &R, HEEkEE
31z NY198 230 @h T a2, HARcEdos
BOETIIIR\VWOT, NFLX 0¥AETHS 200mg 1
B3EARICHHET, MELD 1 HE 600mg 3 4R
@ B R THERRZTR &L L

BT RIES O WREATFIX, #5IT NFLX
BBir & W E EERER 0.097) 2abhicll
i, BEER KBELH, SEECREIAEDLAT,
D omifikTTHsz L& L,

Bk R EE T, EZH NY198 ¥ 36.4%,
NFLX # 29.9%, &%l E NY198 B 79.5%,
NFLX $72.4% CTHEZRZDbich ol 2 DF
%1% ciprofloxacin (CPFX) & NFLX o Higrstia®
DF—% (FLL%#E CPFX 75.7%, NFLX 66.2%,
3Ll - CPFX 87.9%, NFLX 82.4%) it~ TEL
fHEl->Tw58, ZhidE s LTRARI KT 5B
PHOHRCIBEB b 5, SEPEBRTIZI~V
B OVEXT7HRE, VEAL 10 HEE L iorHL,
CPFX vs NFLX oRBTitrh*h 10 AR, 14 H
FEDRFEIE TH 5o

FRAKTOR LA LAKEOERTH H, WEARRI
HREZRBED ORIk o1,

KEFIICEBE LI-BIT T, BRRLRNEETIIH
REBMcELRL, R CHEIRCNY 198 B2 E
hafEf (BERER 0.098) %R LM BEEEIIR
Bbhich ot

KRR CHZA B U TRt # M Licks
RO, FIFHIHED “EHKE" LI ELTNY198 B
BERBEE CHERER0.062), LENFEIHED “ZH
HE” Pk NFLX #21EE (BEER 0.030) 2F
h3 L SENCRERBRICEEERTD bk
27,

ERF O T, WThoKEREDL FEROEBK
BT, MRABHCERZIRD bhith i,

ChLERAET S L—BERZE FEEIALRD
B, BRECIEEFRMCENL, BEALABE
DR, FRELEX BT LRTE S,

Linl, MEXHHRELSS L, EHEARHN NY198

i 82.3%, NFLX P 64.6% Thh, HE (FEMR
0.041) 1= NY 198 ABR T\ o, MANMERHREY & b
HLT3 NY198 BpiERIcBEn fopit & 7n » oo A
B/ TIN5 LW TR BELRD bhich
S7edt, TRTOBT NY 198 BEOHN LA o
BOETREHBECH A ORER TH %o

SHES RTcHE 7 FYRE D MIC 0P ks 5 &,
Fig.5 wiRd X 5 ic 6.25 pg/ml Ll Eofkat NY 198 T
% 3/106 f#, NFLX ‘Ti% 33/106 #%T, NY 198 #ifEh
THENERLTWA & L RBRLTVWDEELLR
Bo ¥, MAREED Y — 7 {ET NY 198 51 NFLX D
2R in Bl &, MAERE T NY 198 ©Xaih
DRV LR ENERLTHETHL S, HEAR
TRFAEH & b RIFCRBNRE L MFRELRLVL
VCT.Q Z)o

EIfER Tk EAIRR T, BENEIERORTRFE,
BifF A0, REMBREOHE - BECEEEZIRD
bhiehotc, FANL wi#yis FRRGREREIER &
Ebhabok LT, NFLX BrR#, BER, BEOLYHF
XIBR 1B Hote DA THDHo —DOFRFEDEHFIDD
5 1 D OREHMEIEIER & Sh B XBREOMIT R LR
Ty, 7UAF—fEREBILI 53 D1k NY 198 B
PR, NFLX BRREEOE&1AMRDoTedd, v oy
7 EDBEE LD OIXThOBC S inh» T, EIfEA
KRBT NY 198 B 4.2%, NFLX 2 3.7% T, #
¥R (=& xi¥ CPFX vs NFLX o#4 6.2%,
7.1%) TH LB 7tV NY 198, NFLX WWhd &4
TEH L EZ B,

DlE#a LM 35 &, NY198 hi7ete i
EREOKEE L LT, NFLX chiklT, ©2fEh
TRAIELERIN S,

brd [N
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DOUBLE-BLIND STUDY OF LOMEFLOXACIN vs.
NORFLOXACIN IN THE TREATMENT OF
SKIN AND SOFT TISSUE INFECTIONS
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The efficacy, safety and usefulness of lomefloxacin (NY-198) and norfloxacin (NFLX) were compared
in the treatment of skin and soft tissue infections, and evaluated in a double-blind clinical trial.
Patients over the age of 15 years were randomly allocated to one of the two drugs. Each drug was
orally administered at a daily dose of 600 mg divided into three doses(morning, noon and late evening).

Two hundred ninety-one patients were enrolled : 147 in the NY-198 group and 144 in the NFLX
group. Analysed cases were 132 in the NY-198 group and 127 in the NFLX group for efficacy, 144
in NY-198 group and 135 in NFLX group for safety, and 134 in the NY-198 group and 128 in the
NFLX group for usefulness.

In the final overall clinical evaluation, improvement rates were 79.5% in the NY 198 group and
72.4% in the NFLX group. The difference was not statistically significant. The overall safety as-
sessment showed no statistically significant difference between the two drug groups. Nor was any
statistically significant difference in usefulness obtained between the two drug groups, the usefulness
rate being 76.1% in the NY-198 group and 71.1% in the NFLX group.

Examination of the bacteriological effect showed that eradication rates were 82.3% in the NY 198
group and 64.6% in the NFLX group. The difference was statistically significant (p=0.013). In
cases where Staphylococcus aureus was a monomicrobial isolate, the organism was eradicated during
the treatment in 80.6% of NY-198 cases and in 60.8% of NFLX cases, the difference tending to be
favorable to NY-198 (p=0. 062). C

As to side effects or abnormal changes in laboratory findings, no significant difference was seen be-
tween the two drug groups.

In conclusion, NY-198 was considered to have slight superiority over NFLX in the treatment of
skin and soft tissue infections.



