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TR MEFOREENE
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¥ quinolone RIEKITH B Ciprofloxacin (CPFX) mEAEMLIBMEKEA KT HHLNE, K2
W, BRAMYHERTHHERMOINER TH S Norfloxacin (NFLX) 2#REL LTC_EEHK
B X b HERFERRETI o 7co WAL b 10 200mg ZERE, BERH%, B30 1H3ME
IR €7, AERFI%L 318 ff (CPFX B 155 i, NFLX B¥ 163 ), HHhk DA RIE G 282
0l (CPFX ¥ 140 fl, NFLX %¥ 142 §), HRAEOMTRIESRK 284 ] (CPFX % 141 4,
NFLX % 143 f), K& ORI RIEFL 301 #] (CPFX £ 146 ], NFLX % 155 §) &ix

h, BT O@ED TH-T,

1) RSB UEE T3, CPFX 23R (P<0.05) = NFLX X v R T i,

2) BHEREE CHEEARMCEEZR L2 > 1%

3) HRtETix, CPFX B2 EHE (P<0.05) o NFLX BEX bBER T,

4 BRAJLBRBEE T, KEFNEI~VHEOAHT7 BEREMZE (P<0.1) %1 b, 10
HEHTHE (P<0.05) & CPFX Bt NFLX B X bEBh T\ 1,

5) MIESMENE T3, B4t CPFX BT 66/81 (81.5%), NFLX T 58/86 (67.4%) T,
BEARICH\T CPFX F»' NFLX B X v@EhsEHE (P<0.1) %75 Lico

6) £ HEE D MICy 1% CPFX 0.78 ug/ml, NFLX 6.25 ug/ml TH - oo

D BIfER - BRREERFEORBBFECIAEARBCEEZ L b » T

UEXy, BEMABERSE S L CPFX 11 NFLX X b ARMOE VKA TH5 LHEZN

720

Quinolone DA 7 » Kk BA L F L v
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% Pipemidic acid @ X 5 723k @ quinolone % IEH
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HT Do BN Y o A4 = VETHR & h % Cipro-
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THENZ b2 LALLM IR T WA,
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3. NHBEEDOERKHE
1) 16 XKUEDBEETHDHZ &
2) B, ABE - SRR 7,
3) FROWThIZHID S DRI T 5,
O YIVFYILRVBREFI T VvAF-FEEDOH
EHo
@ #HERL, I BEREEZOHHEHE,
@ HEFBIVCBRAFORAL
® EfONEILFERETCHEEMOE D b h i
#o
® i NFLX ofBIhicEi%,
® Zoft, BURIKFIOERXTREY L RBDIE
%0
1. BEORE
FRROERCE L L, BECERAEAOHART
v, AERXBHZ L& L,
5. RBREH
BRI CPFX 200 mg (Iffi) 8B T H&A & L
WEE it NFLX 100mg (hffi) ¥ &F T 555 %A
Wice
ARFIE VR R B led T h ThitE E2<
BATEEI T 5 ARIERL, F7 A8 KXV R
EIet,
EHOLI Y, =2 v be—F—2MEEATHE L
KAEA S & B BS AR & BB RF A
B CHEIZD) B LTI T
6. MRIEE, MEHER XORELR
D BEE
CPFX MR¥ER (LLIF, CPFX %) :
CPFX £:1[E 200mg, 1 H 3@

Fig.1 Administration schedule

Drug Jime ( I\ggg;gg ) After lunch Bed time
group breakfast
X | Qoo | @oo ® oo
M | Qoo | Qoo Qoo

@ NFLX(100mg tablet)
O NFLX placebo

@) CcPFX(200mg tablet)
O cPFX placebo

NFLX fR#E# (LIF., NFLX %) :
NFLX %£:1@ 200mg, 1H 3@
2) EFlo@ELRESE (Fig.1)
CPFX % : CPFX 3145t & NFLX ¥ 5+ 2 few
18 (e=bty=n) RLTIERAS E L, Thy
1 B 3@ 2Rk, BAK, B30 BRETHILE
L7z
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KRS L OCFERD LEEE KO 3 B TF
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1: B4E, 2: hBE, 3: HE
2) WHREAARRS

3) EWH D VIIHEEOUE R LN T IREMG
F LTI ek &, 2L, FIRERIRD
3 EM (72 B RESICHITHZ L& LT

9. M - BRI

Table 1, 2128155 X 5 7 £, KHEEGI FF

WD 4 BebE TRHE Lo

fifi + BZE Lo 1: BREBRG, 2: #TEL, 3: B
10. 3¥ffi - HZHA 4: B¥EBALP
1 EEE 3) HBEfEER

Group I ~Group V

Table 1 Evaluation day (1)

Evaluation day Lst day 3rd day 5th day 7th day 10th day
Item (2-4th day) (5,6th day) (7,8th day) | (9-12th day)
Severity @)
Disease state at first visit O
Body temperature, subjective
and objective symptoms O o o o o
Overall clinical evaluation @) O O O
Side effect O O O O O
Laboratory test O O
Bacteriological test O (@) O O O

Table 2 Evaluation day (2)

Group V & Group VI

Evaluation day It da 3rd day 7th day 10th day 14th day
Item Y (2-4th day) | (5-8th day) | (9-1lth day) | (12-16th day)
Severity @)
Disease state at first visit O
Body temperature, subjective
and objective symptoms © O S o O
Overall clinical evaluation O O O (@)
Side effect O O O O @)
Laboratory test O O
Bacteriological test O O O O O
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— 7 —REEKDOEEROEHN, WEAL LIOTERD
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MR, RERE, HIES AKEE &% A
BIE—F, BE Ho748£3HEALLTS

HEEALI, HEA, =vie—5—, HEFHRE
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BER, FAEEZORY - BrE, HBRRTEROEFD K
&, BN EORF IR E 2T -1

15. EFADOEE LR

HEALORNBERELD L LT, BHZORERED
SN0 b LTEARBET AR BT kTT — 2%
BEE LB Bg L,

16. fEMF%

BT — 2 OWEE UT x* 8%E, FISHER OE#
PR B, WILCOXON DIRFIREZFAV-TfTic\,
FEEKEITRORLE TER LIS,

N.S. :®HEExL, + : P<O.1,
* : P<O, 05, * x  :P<0,01
1I. # ®
1. EEFADOAR

Fig.2 g7 m—F+— } & LTBT B, HLIEFIH 318
] (CPFX % 155 fl, NFLX % 163 ), B%ht: Dfg
Wt G 282 il (CPFX 2 140 f, NFLX B 142
B, HREDORE T X R iE F $ 284 §) (CPFX # 141
B, NFLX B 143 §), R&MORITFEFS 3015|
(CPFX £t 146 {, NFLX % 155 fl) THh -t

SR TIRTEFAOARIE, BARERLSD
DIk Table 3 1, HEHEI X B D DX Table 4 B/
oo

2. FTrET

1) BEOERATF (Tablebd)

M, b, ABZ- Sk EEE, BRI KEH
ABHE, DHRIEH, SARALE, HRMERERSY, NE
B ONER, RBREFORELNH, FEMLCOZ
R0 & Lichs, Bkl T "3 LR O

Fig. 2 Flow chart of analysis

No. of cases analyzed for
clinical effect

CPFX 140 cases
NFLX 142 cases

No. of cases excluded from
clinical effect analysis

CPFX 15 cases
NFLX 21 cases

Total 282 cases

Total cases enrolled

Total 36 cases

No. of cases analyzed for

CPFX 155 cases
NFLX 163 cases

utility
CPFX 141 cases
NFLX 143 cases

Total 318 cases

No. of cases excluded from
safety analysis

CPFX 9 cases
NFLX 8 cases

Total 284 cases

Total 17 cases

No. of cases analyzed for

safety

CPFX 146 cases
NFLX 155 cases

Total 301 cases
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fint CPFX BT S\ E| (P<0.1) 335 hiclistic
AEFIBREIC R D ik » 7oy

2) #EEE (Table6)

Table6 WZR3 X 5 B DREI T, Bl L OF
ONBRET S W UHEARMEE R 0 L b
120 S. aureus, Coagulase negative staphylococci(CNS)
FEERDBEE TH - 1,

3) KB (Table?)

ERBBWOFOERBIC O EHRE Lichy, WMEFRM
HELRE DX ieh o,

3. RHREMWEE (Tabled)

“E1L{%%E" L, CPFX B 106/140 (75.7%),
NFLX ZF 94/142 (66.2%), “%t#” LAk X CPFX
123/140 (87.9%), NFLX Bf 117/142 (82.4%), “FZ”
BB o 453 CPFX # 5/140 (3.6%), NFLX
B 16/142 (11.3%) TH» b, CPFX #» NFLX B L b
5E (P<0.05) R TV T,

4. HIERLE (Table9)

“®4&” 12 CPFX Bf 127/146 (87.0%), NFLX gt
138/155 (89.0%), “IZIFRL”, “R&Mi 2 2HEDH
b, “RETh\" O4&5 ik CPFX B 19/146(13.0%),
NFLX 2 17/155 (11.0%) Th » foo HHELRLEIT R\
THEAIHEICEERZRTD bhich -1,

5. MM (Table10)

‘& THE” 1 CPFX B 72/141 (51.1%),
NFLX ## 53/143 (37.1%), “AmB" L_Eix CPFX B
118141 (83.7%), NFLX P 108/143 (75.5%), “iF ¥

L7 BAEEAFLLLE10 (WFhd 0.7%) T
»b, HE (P<0.05) iz CPFX #E BRI T\ i,

6. BEBRCIZRKRLEBAEEOBIMIKT

(Table 11)

D % 5l

Bt TtHEE (P<0.05) 1= CPFX EMNEH T o,
T T HEERFERICEEER 2 » T

2) Fmil

b “20~29 5%” OB TH E (P<0.05) & CPFX
BN T, TOMOFME CRAEARMCEE
EDIE D 5T,

3 ABE - Ak

ABEEE I I S WEABRICEEZIL/0h 2 122,
NkEETIIEE (P<0.05) 1= CPFX FMER T\
oo

4) EIEESI

“rhEE” OFTHEE (P<0.05) iz CPFX I
Twico T OO TREERIFRIC HEEN fe o
7o

5) EmHREG

TR “ 3 BLLA”, “4~7 B” OET CPFX Bt
BhaEm (P<0.1) 2 -7 TOMOB TIXFHEH
HRCHEREN L - T

6) KEFR

#VEETIX CPFX B2 AE (P<0.05) fh T
Yoo S5 I BETIX CPFX EAERBEA (P<0.1) 2%
ot ZDOMOB TIHEFAHBCAEZIZD bhK

Table 3 Excluded cases
Reason CPFX NFLX
Drug assigned to another group I 15-3, V 4-4, V 7-2 I 12-1
Age : <16 years m1-3 II 2-4, II 18-3, Il 2-1
Administration of NFLX prior to treatment 1 13-2, V 12-1 vV 82
Insufficient wash-out period vV 20-3
Table 4 Drop out cases
Reason CPFX NFLX
No visit after first consultation I 17-4, I 6-1, II 12-2 vV 1-2
Follow up consultation delayed VI 8-4 I 16-1, II 20-3*, Il 10-4
vV 16-4

Major compliance failure

Concomitant administration of drugs possibly.
influensing efficacy of test drug

Final overall clinical evaluation before 3rd day

m 5-4, I 11-1

I 6-4, N 3-2

II 20-3%, W 2-4, VI 5-3,
VI 8-1

II 6-3, II 9-3, II 15-2,
I 11-2, v 6-2, Vv 8-2,
vV 10-3, V 9-4

* . same case



1280

CHEMOTHERAPY

DEC. 1986

Table 5 Background of patients

CPFX NFLX | Statistical analysis
Male 85 79
. N.S.
Sex Female 55 63
~19 yrs. 11 17
20~29 42 39
30~39 25 25
Age 40~49 20 14 NS.
50~59 16 19
60~69 15 18
70~ 11 10
k Inpatients 8 4
N.S.
In/outpatients Outpatients 132 138
Severe 19 18
Severity Moderate 92 97 N.S.
Mild 29 27
Within 3 days 50 36
4~7 days 32 49
~2 weeks 12 18
; F(—-3d *
Days after onset ~1 month 1 13 (—3 days)
~6 months 16 8
More than 6 months 19 18
Group I 36 37
Group 1L 33 32
. Group III 8 12
Group of diseases Group IV 18 14 N.S.
Group V 32 32
Group VI 13 15
No 97 102
licati S.
Complication Yes 43 10 N.S
L. No 118 109
t S.
Combination drug Yes 2 3 N.S
No 93 102
ical interventi S.
Surgical intervention Yes 47 40 N.S
Remarkably aggravating 11 10
Disease state at first visit Aggravating 105 100 N.S.
Stationary 24 32
Antibiotics prior to test No 129 134 NS
drug administration Yes 11 8 e
Within 4 days 10 17
. 5~ 6 days 20 20
Durat f test d
a;r;air:izrt]r;;io:s e 7~ 9 days 62 62 N.S.
10~13 days 37 29
14 days 11 14
Head + Face 41 49
Trunk 42 42
Hand 7 6
Location of lesion Foot 14 9 N.S.
Arm 7 10
Leg 25 24
Whole body 4 2
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Mot CEEBEZITZDLRIh -1,

7 APHEDHEZ 9 HEHINEOR &S

APHE “EL" OB CRRERAIFMICEEZEI - SEHOAE “EL7 OB CRHEARMCAETE LS
=5, BBHE “Bh” OBTIX CPFX B2 ENAEHA Moo SEIRE "B " OB T CPFX BENER AR

(P<0.1) &R Lo B (P<0.1) ©h -t
8) PERAZEAIOEES 10) HARGALRIRER SR
BHEZER “& L OB T CPFX BaiEh B A (P< “TEfrh” OETIIAE (P<0.05) & CPFX FE E

0.1) ®RLichs, BEAZEA “B b o CImERRH T, “GHEIFR" OB T CPFX #2 Eh 5

Table 6 Distribution of organisms isolated before treatment

Organism CPFX NFLX Statisti?al
analysis

S. aureus 54 56
CNS 28 27
S. pyogenes 2 1
E. faecalis 2
Micrococcus sp. 1 2
E. coli 1

) . C. diversus 1

Monomierobial | k. pueumoniae I 1 N

E. cloacae 1
E. aerogenes 1 1
S. marcescens 1

P. mirabilis 2
P. aeruginosa 2

A. calcoaceticus 1
Sub total 91 95
S. aureus + S. pyogenes 1 3
S. aureus + S. agalactiac 1
S. anreus + Streptococcus 1

Group B

S. aurcus + E. faccalis 1 1

S. aurcus + E. cloacae 1

S. aurcus + P. aeruginosa 1

i . S. aureus + S. pyogenes
Polymicrobial + K. pnewmoniae 1 NS.

infection CNS+S. pyogenes 1
CNS + P. asaccharolyticus 1
CNS + Corynebacterium sp. 1

S. pyoge;ze§+3 sanguis 1

+ E. coli

S. sanguis +E. faecalis 1
E. faecalis + K. pneumoniae 1 1
K. oxytoca +E. cloacae 1
Sub total 6 13
Total 97 108
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Table 7 Distribution of disease

Disease CPFX | NFLX S:ta'ls;';:l
Folliculitis 23 21
Group I Acne pustulosa 13 16 N.S.
Sub total 36 37
Furuncle 18 22
Furunculosis 11 8
Group II Carbuncle 4 2 NS.
Sub total 33 32
Impetigo contagiosa 4 4
Group Il Eczema impetiginosum 4 8 NS.
Sub total 8 12
Erysipelas 4 2
Cellulitis 4 4
Lymphangiti§ ) 3 3
Group V (Lymphadenitis) NS.
Acute spppurative paronychia 7 5
(Felon included)
Sub total 18 14
Subcutaneus abscess 7 4
Hidradenitis suppurativa 5 2
Acne conglobata 1 2
Group ¥ Inflammatory atheroma 19 23 NS.
Chronic pyoderma 1
Sub total 32 32
Second Burn 3 1
inefce(()::ioil;y Wound
Group VI Postoperative infection 4 8 N.S.
Decubitus 2
Sub total 13 15
Total 140 142
Table 8 Final overall clinical evaluation
Final overall clinical evaluation Statistical analysis
Drug ool S x FisHER'S test
cases | T T T o1 o x | @] @[ %) |vtest
e[ =4 X
CPFX | 140 67 39 17 12 3 2 75.7 | 87.9 1.4
NFLX | 142 | 51 43 | 23 9 11 5 | 66.2| 84| 3.5 * *o| NSNS
i : Cured

H# > Remarkably improved
4 : Moderately improved
+ : Slightly improved

0 : Unchanged

X . Aggravated
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Table 9 Overall safety

Overall safety
Drug No. of Safety Statisti?al
cases Safe Almost safe slightly Not safe analysis
doubted
7 16 2 1
CPFX 146 (8_12’0/)
7.0% 19 (13.0%) U-test
9 7 1 N.S.
NFLX 155 138 ,
(89.0%) 17 (11.0%)
Table 10 Overall utility
: Statistical analysis
breg No. of Overall utility " >4 % —
o o o R’S tes

cases " " . _ (%) (%) (%) | U-test - -

CPFX 141 72 46 15 7 51.1 83.7 0.7
* * N.S.

NFLX | 143 53 55 17 17 37.1 75.5 0.7
+# . Remarkably useful
+ . Useful
+ : Slightly useful
— . Not useful
X : Undesirable

[ (P<0.1) %R L1, “MTFIEIE" OB ClXmERTFHE
REEELILD 10

11) FEEHE ORIER OB &S

WER “Bb” OB TRIEEREI L -, HIER
‘B OBETHE (P<0.05) & CPFX R TUL
12

12) FRIEARI B

R “7T~9 B” O BT CPFX N FE (P<
0.05) ER Tuiohd, FoOMOR CIIAEERFMICE
BEneh » 1,

13) HEHALBI

“BI - AE” ORToL CPFX HErELhAEE (P
0.1 &hotoo

7. BEYRCX5EBEOERMEN (Tablel12)

AEw CPFX BEAER T oy, Bk (P<0.05),
i “20~29 " DB (P<0.01), AAKBZOR (P<
0.01), EiEE,NFHEEOH (P<0.05), KEROHI
B (P<0.05), BHAIZEH “4EL” OB (P<0.05), /H#t
WALE “@m " oRE (P<0.05), yafBAmEERg Bk
" OB (P<0.05), HEMWEOHER “EL" OF
(P<0.05), JREEMARY “7~9 H” 0% (P<0.01), RE
e “sRig - E” OB (P<0.05), “TFit” O (P

<0.05) TH»To

CPFX BAEBRAEMA (P<0.1) 12h - oD, Fih
“60~69 B%" OB, BHEMM “3BLIA” O, "6»A
LE" o, AOHE “Bv” O, A0HE “BL" OF,
LEBAARR S “SWEAF" OB, REHM “10~13
B” O TH-To ZOMOFE CIAERHEICEEE

BEREBD BRI 5T,
8. BBHINC X HLBAEED B 5 #Z #1 (Table
13)

EEBNEI~NELEV~UFED 20D LTH
Lt HI~NHD7HBTCPFX nE R 5 HA
(P<0.1) #;7L, Ao 10 AR THE (P<0.05) i
CPFX BmnER T\ 7o FI~VHDO3IHE, 5HE,
#mv~Ufo£BER (B, 7, 10, 14 HH) TXHEH
BERNWCEBEEN I - T

9. EREBICIZBAEANLBRNEED F T

(Table 14)

HVEE 10 HEOLBBEE KT CPFX BN AE
& (P<0.05) icfEh T\, I 7HE, 0B
SHEEEER I\ T CPFX Bc@Eh a@EE (P<0.1)
Nhbhto, HWBET7 HE T NFLX B#ENEE (P
0.05) IR TV too ZOM TIRHEFAFRBCEEZX
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Table 11-1 Final overall clinical evaluation classified by background
D No. of | Final overall clinical evaluation | .4 | =4 X Statistical
T cases ol + |+ 0| x| %) | (%) | (%) | analsis
U-test*
Mol CPFX | 8 |4 |24 |10]| 5| 2 80.0 | 91.8 | 0 | Fun*
ae NFLX| 79 |27 |26 | 13| 3| 6| 4 |67.1|83.5| 51| F(z#*
Sex F(x)*
Femal CPFX | 85 (28|15 | 7| 7| 1|2 |69.1|81.8] 86|
emale  INFLX| 63 |24 |17 | 10| 6] 5| 1 |651]|81.0] 1.6 >
o |CPEX| 1 | 3| 5} 21 7271909 o0 NS
NFLX| 17 |10| 3| 2| 1] 1 76.5 | 88.2 | 0 e
wzg |CPFX| 42 |25 | 8 7| 1|1 78.6 | 95.2 | 0 | U-test®
NFLX| 3 |16 | 8| 5| 3| 4 3 |61.5|74.4]| 7.7 | F(=+)*
CPFX | 25 |11 | 9] 1] 4 80.0 | 84.0 | 0
0= Inpex| 25 | 7 9| 7| 1] 1 610|920 o | N
CPFX| 20 |10] 7{ 1 1|1 (85.0]9%.0] 50
Age 09 INFix| 1 | 6| 6] 1 1 85.7 | 92.9 | 0 NS.
CPFX| 16 | 8| 3| 2| 3 68.8 | 81.3 | 0 .
079 InFix| 19 | 3] 8| 5| 1] 2 57.0 | sa2 | o | F(H)
CPFX| 15 | 5| 6] 2| 1 1 |73.3|8.7]| 6.7
6069 INFix| 18 | 4| 6] 3| 1| 2 5.6 | 72.2 |11 | NS
70~ CPFX| 11 | 5| 1] 2| 2| 1 54.5 [ 72.7 | 0 NS
NFLX| 10 | 5| 3 2 80.0 | 80.0 | 0 >
) CPFX| 8 | 2| 2| 1] 2 1 | 50.0| 625|125
Tnpatients |\ Nprx| 4 | 1] 1| 1 1 50.0 | 75.0 | © NS.
In/outpatients U-test®
Outpatients | CEFX | 182 | 65 | 37 |16 | 10 | 3 | 1 |77.3 |89.4 | 08| 2 (;ﬁjﬁ
P NFLX | 138 |50 |42 [22 | 9|10 | 5 |66.7 | 82.6 | 3.6 | pimu).
Severe CPFX| 19 | 5| 8| 5| 4| 1|1 |421|684] 53] ¢
T NFLX| 18 | 4| 4| 4| 2| 2| 2 |44.4|66.7]|111 >
Severit Moderate |CPFX| 92 |45 |27 |11 | 6| 2| 1 |78.3]90.2 | 1.1| Utest®
Y NFLX| 97 |33 (33|16 | 4| 9| 2 |68.0]|84.5]| 2.1| F(4)*
A CPFX | 20 |17 ] 9] 1| 2 89.7 | 93.1] 0
Mild S.
! NFLX| 27 |14 ]| 6| 3| 3 1 |71 |es2| 37| NS
—adae |CPFX| 80 |26 17| 4| 2 1 [86.0 900 20] o .
S INFLX| 36 |13 |12| 7| 1| 1| 2 |69.4|88.9] 56
im7dae |CPFX| 32 [19| 8] 2| 3 84.4 | 90.6 | 0 | U-test*
Y INFLX| 49 |18 | 19| 8] 2 2 | 75.5 [ 91.8 | 4.1 | F(#H)*
CPFX| 12 | 7| 4 1 91.7 | 91.7 | 0
~ 2 week NS.
WeekS INFLx| 18 |13 | 3| 1| 1 88.9 | 94.4 | 0
Days after onset CPFX
1n | s| 3| 1] 2 72.7 | 81.8 | 0
Tmonth | yprx| 13 | 4| 4 2 3 61.5 | 76.9 | 0 NS.
CPFX| 16 | 5| 3| 4| 2| 2 50.0 | 75.0 | 0
~ th NS.
Gmonths| yorx| 8 | 1| 2 3| 2 375|375 0 S
CPFX| 19 | 5| 4| 6| 2| 1|1 |47.4|789] 5.3
ths ~ NS.
months= | vpix| 18 | 2| 3| 5| 2| 5|1 |27.8 556 556
Group of Groun 1 CPFX 36 12 | 12 8 3 1 66.7 | 88.9 | 0 U-test™
diseases P NFLX| 37 | 9| 9| 7| 3| 8| 1 |46 ]|67.6| 2.7| F(=#)*
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Table 11-2 Final overall clinical evaluation classified by background
D No. of | Final overall clinical evaluation | .4 | =4 X | Statistical
T8 | cases !+ |+ 0| x| (%) | (%) | (%) analysis
CPFX | 33 |13 |12| 3| 4] 1 75.8 | 84.8| 0
G 11
roup NFLX| 32 | 9|10 8| 3 2 |04 | 8aa| 63| NS
CPFX g | 4] 2] 1|1 75.0 | 87.5| 0
i
Group NFLX| 12 | 6| 4| 2 83.3 (100 | o0 NS.
Group of CPFX 18 14 3 1 94.4 | 100 0 U-test*
. Group NV )
diseases NFLX 14 5 6 1 1 1 (78.6 | 8.7| 7.1 | F(##)*
CPFX | 32 |21 | 6| 21 2 1 |84 9.6] 3.1
Group V
roup NFLX| 32 |16 |11 | 3| 1 1 |84.4| 93.8| 3.1 NS.
CPFX | 13 | 3| 4| 2| 2| 1| 1 |53.8] 69.2] 7.7
Group VI .
roup NFLX| 15 | 6| 3| 2| 1] 3 60.0 | 73.3| 0 NS
No CPFX | 97 |44 (32 110]| 8| 2| 1 [78.4] 88.7] 1.0 NS
o NFLX| 102 |40 [ 20 | 14| 6| 9| 4 |67.6| 81.4| 3.9 o
Complication
Yes CPFX | 43 | 23| 7| 7| 4| 1| 1 |69.8] 8.0] 2.3 | U-test*
NFLX| 40 |11 |14 | 9| 3| 2| 1 |625] 85.0] 2.5]| Faun*
CPFX | 118 |59 |32 |13 | 10| 2] 2 [77.1] 88.1| 1.7 .
L. No U-test
Combination NFLX| 109 |44 [ 31|16 | 6| 8| 4 |68.8| 8.5| 3.7
drug CPFX | 22 | 8| 7| 4| 2| 1 68.2 | 86.4] 0
Yes N.S.
NFLX| 33 | 7|12| 7| 3| 3| 1 |57.6] 788/ 3.0
No CPFX | 93 |40 |31 |11 | 9| 1] 1 [7.3] &8.2]| 1.1 NS
Surgical NFLX| 102 | 37 | 30| 18| 7| 8| 2 |65.7] 83.3| 2.0 e
intervention Yes CPFX 47 | 27| 8| 6| 3| 2| 1 |74.5]| 87.2| 2.1 | U-test*
€ NFLX| 40 |14 | 13| 5| 2| 3| 3 |67.5]| 80.0| 7.5 | Fn*
Remarkably |[CPFX | 11 | 6| 2| 3 7271100 | 0 | U-test*
aggravating | NFLX | 10 1 5] 1 1 1 {1 |60.0/| 70.0|10.0 | F(H)*
Disease state CPFX | 105 | 48 |33 (12| 9| 2| 1 |77.1| 8.6| 1.0 | Urtest”
. F(=4)*
at first visit | “E€T3VaNE v | 100 (35 |30 | 18| 5| 8| 4 |65.0] 83.0] 4.0 F(=4)°
Stati CPFX | 24 | 18| 4| 2| 3| 1|1 |70.8]| 79.2] 42 NS
tationary | Nprx | 32 [ 15| 8| 4| 3| 2 71.9 | 84.4| 0 ~>
o N CPFX | 129 |63 |35 |15 |11 | 3| 2 [76.0| 87.6| 1.6 | U-test*
Antibiotics prior ° NFLX | 13¢ |49 | 41 | 22| 7| 10| 5 |67.2| 8.6| 3.7 | F4)*
{0 test drug CPFX | 11 | 4| 4| 2| 1 72.7 | 90.9] 0
dministrati ' 4 NS.
Administration Yes NFLX| 8 | 2| 2] 1] 2] 1 50.0 | 62.5| 0 :
4 CPFX| 10 | 3| 5 1] 1 80.0 | 80.0| 0 NS
T4days Inpix| 17 | 9| 2 s 1 64.7 | 94.1| 0 >
CPFX | 20 | 10| 8| 1 1 |9.0] 95.0] 5.0 NS
5~6 NFLX| 20 | 9| 7] 1 1] 2 |80.0| 8.0]10.0 =
Duration of CPFX | 62 [36 | 14| 6| 4| 1] 1 |80.6]| 93| 1.6 g(ﬁt
test drug 79 NFLX| 62 |24 |16 [ 11| 2| 6| 3 |64.5] 823] 4.8 pmi)*
. administration
' CPFX | 37 | 15|10 8| 4 67.6 | 89.2| 0 NS
10~13 NFLX| 20 | 71| 2| 5] 1 72.4 | 79.3| 0 >
cPFX| 1 | 3] 2| 2] 3| 1 45.5 | 63.6| 0 S
14 NFLX| 14 | 2| 4| 4] 2| 2 429 | 14| 0 -
CPFX | 41 |20 |11 | 9| 1 75.6 | 97.6| 0 g(-ﬁtj
Location of Head-Face | vprw| 49 |15 [ 19| 7| 2| 4| 2 [69.4| 8.7] 41| p(oy)-
lesion CPFX | 42 |17 | 13| 3| 8 1 | 714 78.6] 2.4 NS
Trunk NFLX| 42 | 15| 9| o 4| 4| 1 571 786 2.4 >
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Bb ik o T

10. FIER OB (FERF) (Table 15)

1) HIF

BB CPFX BB TWicniBao 7 BE (P
0.05), IBf» 10 HE (P<0.01) TH-1,o

2) FUF

KD 3 B BT CPFX BrrELBEA (P<0.1) 1=
Hoto

4) HEVH

BXxFEosHE (P<0.0l), %KD 10 HE (P<
0.05), EEDH7HEB (P<0.05) & 10 A H (P<0.01)
THEEC CPFX X Eh Tk, ERROS5HET

CPFX BnENAHE (P<0.1) H -t

5 HEVH

F#x i3 CPFX #2110 B B c@Eh s fEE (P<0.1)
Zhh, 14 HETHE (P<0.05) wEh TW i,

7 BBDERE, & EBER BE&ETEE (WTFhiL P
<0.05) iz CPFX BN T\, BED 3 HE, 100
BT CPFX EAENAMEA (P<0.1) bt F2
Bs o FEfEA CPFX Bwcssv 3 o2 % | (P<0.1)

Z®HoTo 6) FVIEE
3) HEmE PZROBREAED BEN, CPFX HEED EHE
Table 11-3 Final overall clinical evaluation classified by background
No. of | Final overall clinical evaluation | .44 | =+ X Statistical
D
T | cases wl#w !+ +1]o0 x | (%) | (%) | (%) | analysis
CPFX 7 6 1 8.7 | 8.7( 0
Hand NFLX| 6 5 1 83.3 | 83.3| 0 NS.
CPFX 14 7 4 1 78.6 | 92.9| 0
N.S.
Foot NFLX| 9 | 3| 3| 1]1 |1 66.7 | 77.8| 0 S
Location of | Arm CPFX 7 4 2 1 85.7 | 85.7] 14.3 NS
lesion ‘ NFLX| 10 6 3 60.0 | 90.0| 10.0 -
| Le CPFX | 25 |12 | 9| 1 | 2 |1 84.0 | 88.0| 0 NS
£ NFLX| 24 | 6|12 2| 1|2 |1 |75.0] 8.3 4.2 >
CPFX 4 1 2 1 25.0 | 75.0] O
W N.S.
hole body | yprx | 2 | 1 1 50.0 [100 | © S
Fig.3 Sensitivity distribution of isolates (108CFU/ml)
1001
g
S
Z sof
5
3
Drug [MIC,  <0.025  0.05 0.2 0.78 3.13 125 50 >100{p . f Statistical
(ng/ml) 0.025 0.1 039 1.56 6.25 25 100 otall “nalysis
. 1 3 7 19 4 15 7 7 1
CPFX CPFX I 1.0 4.0 10.9 29.7 70.3 85.1 92.1 99.0 100/ 101 N.S
e 4 4 24 4 19 15 7 2 "
NFLX 1 3.4 6.7 26.9 63.9 79.8 92.4 98.3 1007/ 119
PEY 1 2 3 14 4
CPFX NFLY i 1.0 3.0 5.9 19.8 590.4 7!;.;2 82.2 9(’)7,1 999.0 10%”6 101
NFL) - - - ; N.S
NFLX ” 2 4 12 46 20 4 218 1 1 119
1.7 5.0 15.1 53.8 70.6 73.9 91.698.399.2 100%
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Table 12-1 Overall utility classified by background

D No. of Overall utility # | =4 | X | Statistical
M8 | cases m + + - x | (%) | (%) | (%) | analysis
Male CPFX | 8 | 44 | 81 | 7 | 4 51.2 | 87.2 | 0 | U-test®
. NFLX| 79 | 28 | 35 | 6 | 9 | 1 |35.4]79.7]| 1.3 |F(a#)*
exX
cPFx| 55 | 28 | 15| 8 | 3| 1 [s50.9|78.2] 1.8
Femal
emae  INFLX| 64 | 25 | 20 | 11 | 8 39.1 703/ 0 NS
o |CPFX| 1| 5| 5| 1 45.5 | 90.9 | 0 NS
NFLX| 17 | 11| 4| 1| 1 64.7 | 88.2 | 0 >
U-test**®
so-go |CPFX| 42 |27 [ 12| 2 | 1 64.3 | 92.9 | 0 [ Utest
NFLX| 30 | 15 | 12 | 5 | 6 | 1 |385|69.2| 2.6 |p(ms)e
CPFX| 26 {12 | 9| 3| 2 46.2 | 80.8 | 0
30~39
NFLX| 25 | 7 | 14 | 3] 1 28.0 | 84.0 | 0 N.S.
CPFX| 20 | 10 | 8 1| 1 [50.0]9%.0][ 5.0
e 40~49 \
Ag NFLX| 14 | 5| 7| 1| 1 35.7 | 85.7 | 0 NS.
CPFX| 16 | 6 4 75| 7.0| 0
50~59
NFLX| 20 | 5 | 10| 2| 3 25.0 | 75.0 { O NS.
CPFX| 15| 6| 6| 2| 1 40.0 | 80.0 | 0
60~69 “test*
NFLX| 18 | 3| 7| 3| s 16.7 | 556 | o |Vt
o~ CPFX| 11 | 6 3| 2 54.5 | 54.5 | 0 NS,
NFLX| 10 | 7| 1| 2 70.0 | 80.0 | 0
CPFX| 8 | 3| 1| 3| 1 37.5 [ 50.0 | 0
Inpatient S.
_ npanems INFLX| 4 | 1| 2 1 25.0 | 75.0 | 0 NS
In/outpatients TS
Outoatients |CPFX | 133 | 69 | 45 | 12 6 | 1 |51.9]|8.7]| 0.8 g(‘;i?t,
P NFLX| 139 | 52 | 53 | 17 | 16 | 1 [37.4| 75| 0.7 |p(>4)
Sever CPFX| 19 | 5| 8 | 4| 2 2.3 | 68.4 | 0 NS
¢ NFLX| 18 | 6| 5| 3| 4 33.3|61.1] 0 >
Severit Moderate |CPFX | 88 | 51 [ 27 | 9 | 5| 1 |508/83.9| 11 |U-test"
i oderate | NrFrx| 98 | 3¢ | 43 | 8 | 12 | 1 [34.7|78.6| 1.0 |F(#)**
CPFX | 20 | 16 | 11 | 2 55.2 [ 93.1] 0 .
. F(=+
Mild NFLX| 27 | 13| 7| 6 48.1 7411 0 (z+)
iy CPFX| 51 | 30 | 17| 1| 2| 1 [58.8]|922] 2.0 |U-test*
ays INFLX| 36 | 14 | 15| 4| 3 38.9 (8.6 |0 |F)*
CPFX| 32 | 19| 8| 5 50.4 | 84.4 | 0 R
- F(#
d=7days INpLx| 49 | 18 | 24 | 4 | 3 3.7 | 857 |0 |FH
CPFX| 12 | 6| 5| 1 50.0 [ 91.7 | 0
- N.S.
0 2weeks | NFLX| 18 | 13 | 4 | 1 72.2 | 94.4 | 0
ays aft
ys after onset CPFX 1 5 4 2 45.5 [ 81.8 | 0 NS
~lmonth [ vprx| 14 | 4| 5| 1| 4 28.6 | 64.3 | 0 >
cPFX| 16 | 6| 5| 2| 3 37.5 688 | 0 ]
- N.S.
6 months NFLX 8 1 2 3 2 12.5 | 375 0 S
CPFX| 19| 6| 7| 4| 2 31.6(68.4 0 | oo,
6months~ |\ nprx| 18 | 3| 5| 4| 5| 1 |167]44] 56
CcPFX | 36 | 15 | 16 | 3 | 2 41.7 | 86.1 | 0 | U-test®
Group of Grow T | Nprx| a7 | 9 | 13| 6] 9 243|595 0 |F(z#)"
diseases CPFX | 33 | 17| 9] 6| 1 51.5 | 78.8 | 0 NS
Group II | el 33 | 10 | 14 5 4 30.3 | 72.7 | 0 -




CHEMOTHERAPY

1288 DEC. 1986
Table 12-2 Overall utility classified by background
D No. of Overall utility # | =+ | X | Statistical
T | cases | ¥ + - (%) | (%) | (%) | analysis
CPFX 8 4 3 1 50.0 | 87.5 | ©
1 S.
Group NFLX| 12 | 5| 6 | 1 4.7 917 o NS
CPFX | 18 | 12 5 1 66.7 | 94.4 | 0
v NS.
Group of Group NFLX| 14 | 8| 4| 1] 1 57.1 | 85.7 | 0 S
diseases G v |CPEX| 38 | 19 | 10 1 2 57.6 | 87.9 | 3.0 NS
roup NFLX| 32 | 15 | 14 | 2 46.9 | 90.6 | 3.1 >
CPFX | 13 5 3 3 2 38.5 | 61.5 | 0
Growo I | \pLx | 15 6 4 2 | 3 40.0 | 66.7 | 0 NS.
N CPFX | 98 | 48 | 36 g8 | 5 49.0 | 85.7 | 1.0 | U-test*
° NFLX| 103 | 41 | 37 | 10 | 14 39.8 | 75.7 | 1.0 |F(z=#)*
Complication
N CPFX| 43 | 24 | 10| 7| 2 55.8 | 79.1 | 0 | U-test”
es NFLX| 40 | 12 | 18| 7| 3 30.0 | 75.0 | 0 | F(#)*
No CPFX | 118 | 61 | 39 | 12 5 51.7 | 84.7 | 0.8 | U-test*
Combination NFLX| 110 | 45 | 38 | 13 | 13 40.9 | 75.5 | 0.9 |F(z+)*
drug F 2 . .
Yes CPFX 3 | 11 7 3 2 7.8 78310 |,
NFLX | 33 8 | 17 | 4 4 24.2 | 758 0
CPFX | 9 | 47 | 33 | 11 2 50.5 | 86.0 | 0 .
No U-test
Surgical NFLX| 102 | 39 | 40 | 12 | 11 38.2 | 775 | 0
intervention v CPFX | 48 25 13 4 5 52.1 | 79.2 | 2.1 NS
es NFLX| 41 | 14 | 15 5 6 34.1 | 70.7 | 2.4 >
Remarkably | CPFX | 11 5 5 1 .5 0000 [ .
aggravating | NFLX 10 1 6 1 2 10.0 | 70.0 | O
Disease state | , . |CPFX| 106 | 53 | 36 | 12 4 50.0 84.0 | 0.9 |/ .
at first visit gravating | yrex | 101 | 39 | 37 | 11 | 13 38.6 | 75.2 | 1.0
Stations CPFX | 24 | 14 5 2 3 58.3 | 79.2 | 0 NS
Y oOINFLX| 32 | 13 | 12 5 2 40.6 | 78.1 ] 0 >
o No CPFX | 130 | 66 | 43 | 14 6 50.8 | 83.8 | 0.8 | U-test’
Antibiotics prior NFLX| 135 | 51 | 52 | 15 | 16 37.8 | 76.3 | 0.7 |F(#)*
to test drug CPFX | 11 6 3 1 54.5 | 81.8 | 0
e : . 1.
administration
Yes NFLX| 8 2 3 2 25.0 | 62.5 | 0 NS.
CPFX | 10 4 3 2 1 40.0 | 70.0 | 0
~4d S.
S INFLX| 18 8 7 1 2 44.4 | 83.3 | 0 NS
56 CPFX | 21 9 9 1 1 42.9 | 85.7 | 4.8 NS
NFLX| 20 10 6 1 3 50.0 | 80.0 | 0 -
tion of
t’;‘;a d’r‘:’ © o CPFX | 62 | 40 | 15 | 5 | 2 64.5 | 88.7 | 0 | U-test**
drue NFLX| 62 | 26 | 22 | 5 | 8 4.9 | 77.4 | 1.6 |F(#)*
administration
CPFX | 37 | 16 | 16 4 1 43.2 | 86.5| 0 .
10~13 “test
NFLX| 20 | 7 | 14| 6| 2 21 | 724 |0 |V
" CPFX | 11 3 3 3 2 27.3 | 54.5 | 0 NS,
NFLX| 14 2 6 4 2 143|571 0
Head-Face | CPFX | 41 | 20 | 19 1 1 48.8 | 95.1 | 0 | U-test®
Location of NFLX | 49 16 | 20 7 5 32.7 | 73.5 | 2.0 |F(=+)**
lesion CPFX 43 20 12 8 3 46.5 | 74.4 | 0
T : : NS.
runk NFLX| 43 | 15 | 16 | 5| 7 34.9 | 72.1] 0
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(P<0.1) Adb~Teo ZOMIIHERBEIEEOEIL 12. 7RIz xi3 % CPFX % X 0° NFLX Dff/h %
Abhishs - 7o, BREIE®RE (MIC) D41

1. fHEFBZE (Table 16) L BEE, S.aureus, CNS O W F hiwczt LT
B & Ldb o2 CPFX B T 66/81 (81.5%), CPFX, NFLX o MIC (W& 108/ml) /% TR
NFLX BT 58/86 (67.4%) THbH, HHERITH T FIBFMCBEE DR D XA b i » 1o,

CPFX B BN AMME (P<0.1) %73R L1, @ (Fig.3) =5+ %5 CPFX o MIC &

Table 12-3 Overall utility classified by background

Drug No. of Overall utility # | =4 | x | Statistical
cases | 44 + — X (%) | (%) | (%) | analysis
CPFX | 7 5 1|1 71.4 | 85.7| 0
H NS,
and NFLX| 6 4 1|1 66.7 | 83.3| 0 NS
CPFX | 14 6| 5| 2 1 2.9 | 786 0
Foot s.
00 NFLX| 9 5 2 | 1 1 55.6 | 77.8| 0 NS
Location of Arm CPFX 7 4 2 1 57.1 | 85.7] 14.3 NS
Jesion NFLX | 10 5| 3| 1 1 50.0 | 80.0| 0 >
L CPFX | 25 | 16 | 5 | 3 | 1 64.0 | 84.0] 0 |U-test*
€ NFLX | 24 71 12| 2 | 3 202 | 79.2] 0 |F(#)*
CPFX | 4 1 2 1 25.0 | 75.0| 0
: N.
Whole body | ey x| 2 1 1 50.0 [100 | 0 S

Table 13 Overall clinical evaluation classified by evaluation day

Group of | Evaluation No. of | Overall clinical evaluation H-H | =4 X Statistical
X Drug Unknown )
diseases day cases [ | # | + | + | 0 | x (%) | (%) | (%) analysis
3d | CPFX | 75 3(14|25|23| 73 20 22.7 | 56.0 | 4.0 NS
NFLX | 78 4119119(17 |14 5 17 29.5 | 53.8 | 6.4 ~
s | CPFX | 47 8|14|15| 8| 2 48 46.8 | 78.7 | 0 NS
Gm‘;" I NFLX| 5 (10|17 |14| 5| 6| 4 39 48.2 | 73.2 | 7.1 ~
Group IV s |CPFX | 76 125/30 1131 5 3 19 72.4 | 895 | 0 g(ﬁi)
NFLX| 74 |22|19|13| 9| 7| 4 21 55.4 | 73.0 | 5.4 |pF(=4)° F(x)*
= U-test*®
Lot |CPFX | 85 |41/26| 9| 7] 2 10 78.8 | 89.4 | 0 | Dottt
NFLX| 77 [30]20]| 9| 6| 8] 4 18 64.9 | 76.6 | 5.2 | p(= )" F(x)*
3q | CPFX | 32 7111| 9| 2|3 13 21.9 | 56.3 | 9.4 NS
: NFLX | 33 9l13] 6] 2|3 14 27.3 | 66.7 | 9.1 m
CPFX | 40 9/15|10]| 3 3 5 60.0 | 85.0 | 7.5
NS.
G“’z" v T NFLX| 45 (1|5 |1| 2| 51 2 57.8 | 82.2 | 2.2
Growp VI | 1o |CPFX | 80 |17 6| 2| 3 1 15 76.7 | 83.3 | 3.3 .
NFLX| 32 |18| 8| 4| 1 15 81.3 | 93.8 | 0
CPFX | 38 |22]| 9 2] 3| 1|1 7 81.6 | 86.8 | 2.6
14th . N.S.
NFLX| 43 |24|11| 4| 1| 3 4 81.4 | 9.7 | 0

* Cured

* Remarkably improved
* Moderately improved
. Slightly improved

: Unchanged

: Aggravated

X o + * *F £
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Table 14-1 Overall clinical evaluation classified by type of disease

Item Overall clinical evaluation
- D No. of Unknown fitt-#| =4 | X | Statistical
Eva(ljuatlon TE lcases | | w | # |+ | o] x (%) | (%) | (%) | analysis
ay
CPFX | 24 | 2| 2| 7] 9|3 |1 12 16.7| 45.8| 4.2
Srdday Inprx| 28 | 2| 7| 4| 6|09 9 32.1| 46.4| 0 NS.
CPEX | 17 | 2| 3| 7] 4|1 19 20.4| 70.6| 0
Sthiday | vorv | 16 3 311 |5 21 43.8| 62.5| 0 NS.
Group 1
Tth ey |CPFX| 38 | 7 1] 9|4 | 2 3 545 81.8| 0 | U-test*
¥ INFLX | 30 70 3] 75|71 7 33.3| 56.7| 3.3 |F(z#)*
CPFX| 20 |11 |10 5|2 |1 7 72.4| 80.7| 0 | U-test*
10th day
NFLX| 33 | 9| 8| 4|3 |8 |1 4 51.5| 63.6] 3.0 |F(=#)*
CPFX | 30 | 1| 3|1n |9 | 4|2 3 13.3| 50.0| 6.7
Srd day | oeix | a1 1| 5 719145 1 19.4| 41.9| 16.1 NS.
cPFX | 18 | 3| 6| 5|3 |1 15 50.0| 77.8| 0
Sthday | verx| 20 2| 71 6| 2] 1] 2 12 5.0| 5.0|100] NS
Group II
cPFX | 22 | 7|1 | 2|1 |1 1 81.8| 9.9 0
F(z#)*
Tthday | ool o7 | 6l ol 61 4 2 5 s5.6| 77.8| 7.4 |FEW
CPFX | 31 |12 |12 | 2| 4 |1 2 77.4| 83.9| 0
W0thday | verx| 23 |11 | 5| 3] 2 2 9 69.6| s2.6| 8.7 | N
CPFX | 8 4] 21 2 50.0| 75.0| 0
Srdday | prx| 9 | 1] 4| 31 3 55.6| 88.9| 0 NS.
CPFX | 3 1] 1 5 33.3| 66.7] 0
Sthday | vprx| 11 | 4| 3| 21 1 1 63.6| 81.8| 9.1|
Group Il
CPEX| 7 | 2| 4| 1 1 85.7]100 | 0
7th d “test*
YINFLX| 7 | 6] 1 5 |10 [100 | o |V
CPFX| 8 | 4| 2| 1|1 75.0| 87.5| 0
10th d S.
YINFLX| 10 | 6| 2| 2 2 80.0(100 | 0 NS
CPFX | 13 50 5] 3 5 38.5| 76.9| 0
3rd d S.
49y I NFLX | 10 3] 5|11 4 30.0( 80.0| 0 NS
CPFX| 9 | 3| 4| 2 9 7781100 | 0
5th d . s.
YANFLX| 9 | 1] 3] 3] 1 1 5 wua| melnr| NS
Group NV
CPFX | 14 | 9| 4| 1 4 92.9(100 | 0
h '
Tthday | vex| 10 | 3] 6 1 4 9%.0| %0.0]100] N°
Joth day |CEFX | 17 |14 ] 2| 1 1 94.1[100 | 0 | U-test*
NFLX| 11 | 4| 5 1 1 3 81.8| 81.8| 9.1 |F(#)*
CPFX | 21 5| 8] 6 2 11 23.8| 61.9| 9.5
3rd d NS.
Y INFLX | 23 7 9l 4 |12 9 30.4| 69.6| 8.7
CPFX | 30 | 8|12 | 8 2 2 66.7| 93.3| 6.7
d NS.
Thday dnprx| a1 | 8|12 8 2 |1 1 64.5| 90.3| 3.2
Group V
CPFX | 18 |14 | 4 14 |10 |10 | 0
10th d NS.
¥ INFLX| 23 | 13| 8| 2 9 91.3/100 | o0
CPFX| 25 |19 | 5 1 7 96.0| 96.0| 0
th d NS.
Mthday | yprx| 30 |18 | 9 3 2 90.0{100 | 0




VOL. 34 NO. 12 CHEMOTHERAPY 1291

0.025~6. 25 pg/ml HAL 0.39 ug/ml 1= — 7 23%
p, NFLX o MIC {2 0.05~50 ug/ml ic 4 45 L 0.78
pgml & ¥ — 203 o7, S.aureus (Fig.4) T3,

CPFX & MIC i3 0. 1~6. 25 ug/ml 14075 L, 0.39 g/
mlgE— 2755 b, NFLX o MIC i1 50 ug/ml #7R
Ll 1B &BR X, 0.39~12.5 ug/ml 125375 L, 0.78 ug/

ml o€ — 7335 -7, CNS (Fig.5) T, CPFX »
MIC (% 0.05~0.78 pg/ml {23 L 0.2 pg/ml iz & — 7
MHbh, NFLX o MIC (1 0.2~6.25 pug/ml 4% L
0.78 pg/ml I ¥— 73 »7o BELT Fig.3, 4, 5@
MIC H#i%xsE LS #i3 5% &, CPFX 2 NFLX X
178V L2%8/N& MIC THB EWD Z ENTE S,

Table 14-2 Overall clinical evaluation classified by type of disease

Item N ; Overall clinical evaluation
0. O #-H# | =+ X Statistical
i Drug Unkno
Eva(l;;atlon cases | # | # [ + | + | 0 X YU 9%) | (%) | (%) | analysis
y
CPFX 11 2 3 3 2 1 2 18.2 | 45.5 9.1
3rd da . S.
Y INFLX| 10 2 | 4|2 1 5 20.0 | 60.0 | 10.0 | O
CPFX 10 1 3 2 3 1 3 40.0 | 60.0 | 10.0
7th d
YINFLX| 14 | 3| 3|3 ]2]3 1 29643 0 N-S.
Group VI
CPFX 12 3 2 2 3 1 1 1 41.7 | 58.3 8.3
10th d I
¥ INFLX| 9 | 5 2 1|1 6 55.6 | 77.8 | 0 N-S.
CPFX 13 3 4 2 2 1 53.8 | 69.2 7.7
14th d S.
YINFLX| 13 |6 |2 |1 |1 2 61.5]69.2 | 0 NS
Table 15-1 Clinical course of symptoms on each evaluation day
G I 1st day 3rd day 5th day 7th day 10th day
roup
CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX
Aggravated
(From severe)
Severe 15 17 4 5 3 5 4 1
Papule Moderate 16 14 1 10 4 1 2
Mild 2 4 5 10 7 4 17 10 13 14
Disappeared 3 2 3 3 6 10 9 13 11
U-test N.S. N.S. N.S N.S N.S
Aggravated
(From severe)
Severe 11 14 4 3 3 4 4
Pustule Moderate 14 17 10 4 1 3 3 1
Mild 9 5 10 8 5 6 7 11 3
Disappeared 2 1 10 7 8 6 23 12 25 17
U-test N.S. N.S. N.S * .
Aggravated
(From severe)
Severe 8 7 3 1 1 2 2 2 1
Induration Moderate 16 17 8 9 3 2 5 3 6
Mild 9 8 7 11 8 7 19 10 11 11
Disappeared 3 5 6 7 5 5 9 13 15 15
U-test N.S. N.S. N.S N.S. N.S
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Table 15-2 Clinical course of symptoms on each evaluation day
1st day 3rd day 5th day 7th day 10th day
Grow 1L CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX
Aggravated 2
(From severe)
Spontaneous Severe 17 13 3 2 1 1
pain Moderate 10 5 2 4 1
Mild 5 12 5 5 2 1 4 2
Disappeared 1 9 13 11 10 19 20 26 18
U-test N.S. N.S N.S. N.S. N.S
Aggravated 2 1 1 1
(From severe)
Severe 23 15 5 1 1
Tenderness | pfogerate 9 | 14 9 4 3 1 1
Mild 1 3 12 9 7 5 7 5
Disappeared 5 5 6 16 12 22 15
U-test + N.S. N.S N.S.
(From severe) 3 1 ! !
Severe 21 18 6 10 1 2 1 1 1
Redness Moderate mo| 13| 14 7 6 2
Mild 1 1 7 11 10 13 12
Disappeared 1 3 2 10 6 16 12
U-test N.S. N.S. N.S N.S.
Aggravated 3
(From severe)
Severe 18 17 5 3 2 1
Swelling Moderate 13| 12 9 4 2 8 2 4
Mild 2 3 13 11 7 5 6 8
Disappeared 3 1 6 15 11 21 16
U-test NS N.S N.S N.S.
Aggravated 1
(From severe)
Severe 15 11 3 6 1 3 2 1
Induration | n1ojerate 15 | 19 | 12 | 14 7 2 2 6 1 4
Mild 2 1 13 9 6 13 11 14 17 12
Disappeared 1 1 2 1 4 2 9 5 13 6
U-test N.S. + N.S. +
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Table 15-3 Clinical course of symptoms on each evaluation day

Group I 1st day 3rd day 5th day 7th day 10th day
CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX
Aggravated
(From severe)
Severe 5 2 1 1
Redness Moderate 3 4 2 1 1 1 1
Mild 1 3 6 2 5 4 3 5
Disappeared 1 1 4 2
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated
(From severe)
Severe 1 2
Blister Moderate 1 4
Mild 1 3 4 1 1
Disappeared 5 3 8 5 3 10 7 7 8 9
U-test N.S. (+) (N.S.) NS. (N.S.)
Aggravated
(From severe)
Severe 5 5
Erosion Moderate 2 6 2 2 1 1
Mild 1 1 5 5 2 5 2
Disappeared 1 2 1 5 6 7
U-test N.S. N.S. N.S. (N.S.) (N.S.)
Severe 2 2 1
New Moderate 3 4 1 1 1 2
lesion(s) Mild 5 1 2 1
Disappeared 2 1 6 2 8 7 7 6 9
U-test N.S. N.S. N.S. N.S. N.S.

() Fisuer's test
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Table 15-4 Clinical course of symptoms on each evaluation day
1st day 3rd day 5th day 7th day 10th day
Grouw CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX
Aggravated 1
(From severe)
Spontaneous Severe 7 6 1 1
pain Moderate 7 3 2 1 1
Mild 3 2 4 2 1 1
Disappeared 1 3 6 6 9 3 13 8 16 8
U-test N.S NS . N.S. NS.
Aggravated 1
(From severe)
Severe 10 8 1 1
Tenderness | \oderate 7 4 2 3 1 1 1
Mild 1 1 8 4 4 3 1 1
Disappeared 1 2 2 10 15 7
U-test N.S N.S N.S N.S. N.S.
Aggravated
(From severe)
Severe 1 1 1 1 1
Redness Moderate 3 3 1 2
Mild 1 4 4 4 3 4 1
Disappeared 2 2 11 5 16
U-test N.S N.S. N.S N.S. *
Aggravated
(From severe)
Severe 1 1 1 1
Swelling Moderate 2 1
Mild 6 1 3 3 2 2
Disappeared 1 7 2 11 6 15 8 )
U-test N.S N.S + N.S. N.S.
Aggravated
(From severe)
Severe 2 5 1 1 1 1
Induration Moderate 4 2 1 1
Mild 6 3 4 3 1 4
Disappeared 6 4 9 5 8 7 13 5 17
U-test N.S. N.S. N.S. *e
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Table 15-5 Clinical course of symptoms on each evaluation day
1st day 3rd day 7th day 10th day 14th day
Group V
CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX
Aggravated
(From severe)
Spontaneous Severe 5 9 1 2 1
pain Moderate 14 10 3 1 1
Mild 10 6 4 8 2 3
Disappeared 3 12 12 25 19 18 20 25 25
U-test N.S N.S N.S (N.S.) (N.S.)
Aggravated
(From severe)
Severe 12 16 2 1
Tenderness | fogerate 17 | 1 5 4 1
Mild 2 2 12 11 10 1 5 2 4
Disappeared 1 3 5 18 14 17 17 23 23
U-test N.S. N.S N.S (N.S.) N.S.
Aggravated 1
(From severe)
Severe 15 16 1 2 1
Redness Moderate 4 | 16 | 10 | 10 3 7 1
Mild 2 9 12 13 1 8 3 10
Disappeared 2 14 10 17 15 22 19
U-test N.S N.S N.S (+) *
Aggravated 1
(From severe)
Severe 15 18 1 2
Swelling Moderate 15 14 8 3 8 1
Mild 2 9 10 8 11 2 7 3 7
Disappeared 3 2 17 11 16 16 22 22
U-test N.S. N.S. N.S (N.S.) N.S.
Aggravated
(From severe)
Severe 12 15 2 5 1
Induration Moderate 13 16 8 7 6 2 1 3
Mild 1 9 10 14 14 11 13 14 18
Disappeared 2 1 9 7 7 8 10 9
U-test N.S. N.S. N.S. N.S. NS.

() : Frsuer’s test
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Table 15-6 Clinical course of symptoms on each evaluation day
1st day 3rd day 7th day 10th day 14th day
Group W CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX | CPFX | NFLX
Aggravated
(From severe)
Spontaneous Severe 1 5 2 1 1 1
pain Moderate 4 1 1
Mild 3 1 1 1 2 1 3 1
Disappeared 5 9 7 9 10 7 10 11
U-test N.S N.S N.S N.S N.S
Aggravated
(From severe)
Severe 4 6 1 2 1 1 1 1 1
Tenderness | \roderate 4 5 2 2 3 1 2 1 2
Mild 4 3 6 4 3 4 2 2
Disappeared 1 1 2 4 7 6 6 9 8
U-test N.S. N.S N.S N.S N.S
Aggravated 1
(From severe)
Severe 6 1 1 1
Redness Moderate 7 7 6 1 2 2 1 3
Mild 3 1 5 6 6 1 7 3
Disappeared 1 1 1 3 6 4 7
U-test N.S. N.S N.S NS N.S.
Aggravated 1
(From severe)
Severe 2 2 1
Swelling Moderate 7 9 3 1 1 4 2 3
Mild 2 3 3 5 3 3 2 2
Disappeared 2 1 5 2 6 7 8 8
U-test N.S N.S N.S. N.S. N.S.
Aggravated
(From severe)
Purulent Severe 5 2 2 1 1 2 2
coat Moderate 6 5 3 1 1 2 1 1 1
Mild 1 5 2 5 4 5 4 3 6
Disappeared 1 2 4 3 4 6 5 6 7 6
U-test + N.S N.S N.S N.S.
Aggravated
(From severe)
Severe 3 1 2 1 1 2
Exudate Moderate 7 2 1 1 1 2 2 1
Mild 4 4 6 4 2 5 3
Disappeared 1 4 5 5 7
U-test N.S. N.S. N.S. N.S. N.S.
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13. ElfEA (Table 17)

BIfERA D % B4R B3 CPFX BET 9/146 (6.2%),
NFLX BT 11/155 (7.1%) Tah» h MEFI B AEL
wigh ot BIFEAOMEE Table17 wRTEH T,
TEAREL L BHERY £ TH- o CPFX B TH
FeoRUF 10, EANE— &5 (DIFRici&l) 14,
25BERL A, NFLX BECHB - »E W16, BER
1, BBER: - TRREROERE 1 firboto 7 VLF—
FREEbh 3 b 0, CPFX BhicEs 1 i, NFLX
BREORN - BIR 1 015 - 7o

4. BEEREBEDORF (Table18)

Table 18 R W EERL L DIXFED b hieh -7,
mEEOREI: CPFX B 10 ) 15 #, NFLX B 4 4
THTH 1w, FREORBBAE IR\ TR EFIFEH
CHEEZI D -1,

1. =% ®

RUEAR TONBE YR THBE S X 5 wEFE
BURDO— R I RAIE D S D BE X B B S. aureus,
CNS nE@HTH B, REFNCHHEI N B IFTHE YL
HE, FIBETIE CNS, SO TIL S. aureus, EMEE
TI% S. aurens T—HRC B-HEMbE L v+ BRE (EL LT
ARD), BEVHETIRIEIAR p-FK v v v ERE T,

Table 16 Bacteriological effect (patients with a positive culture)

Eradicated | Replaced Eradicated Eradicated Statistical
Drug Unchanged Total o +Replaced .
(E) (R) (%) N analysis
(%)
CPFX 66 3 12 81 81.5 85.2 F(E)*
NFLX 58 1 27 86 67.4 68.6 F(E+R)*
Table 17 Side effects
CPFX NFLX
Total No. of cases evaluated 146 Total No. of cases evaluated 155
Total No. of cases with side effects 9 Total No. of cases with side effects 11
Incidence of side effects® 6.2% Incidence of side effects” 7.1%
No. of No. of
Symptoms Symptoms
cases cases
Stomach pain 1 Feeling of fullness in stomach 1
Stomach discomfort 1 Stomach discomfort 1
Nausea 2 Stomach pain 1
Diarrhea 1 Heavy feeling in stomach 1
Rush of blood to head 1 Diarrhea 1
Sleepiness - Headache 1 Abdominal pain - Diarrhea 1
Fatigue 1 Nausea 1
Ttching 1 Constipation - Headache -
Dull headache - 1
Heavy feeling in stomach -
Dizziness
Fatigue - Blepharospasm 1
Facial erythema - Facial swelling 1
Fatigue 1

* Total No. of cases with side effects % 100
Total No. of cases evaluated

Frequency of side effect

Drug Statistical analysis

CPFX
NFLX

N.S.
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DM T S. aureus piE Ak, EVE, FEVUBE IO
BREE Ly 77 sEHREORBBEED Ehis T
5L, FREROHENDBINSRLMEL 5%,
IVBE L EAWRTOSBREDOFEELX RSB ERD LS
TH 5o S. aureus DLIEEFREY, 121/205 (59.0%) THh
D, F05HEMmICHEEI D DI 110/205 (53.7%)
THh %o CNS 1, 58/205 (28.3%), 5 LEMIHEaL 55/
205 (26.8%) Thbo AR B-HIlutkv v+HREL 10/

205 (4.9%) SrEESh, Bk 3/205 (1.5%) pisri
ThTwd, 77 sEHERE (GNB) BEMABI T
% DI 13/205 (6.3%), HBEED—2 L LTHEEI R
Lo 7/205 (3.4%) T, A5t 9.8% ThB, LlbwE
%k, S. aureus, CNS, AR B-WAIMME L v v EREEHIBE
WoEEEhicd 0 168/205 (82.0%) &7tbh, KERIE
BTl7 5 s BHREN —BAERREORRE LTE
ETHAHZEDVHERIND, 2L LTHS LEHED

Fig.4 Sensitivity distribution of S.aureus (10° CFU/ml)

1001~
=
L
2
&
o
=
< s0f
g
&)
MIC  <0.025 0.05 0.2 0.78 3.13 125 50 >100 Statistical
Drug |,,g/m1) 0.025 0.1 0.39  1.56  6.25 25 100 Total| analysis
1 5 29 135 2 1
CPFX 1 1.8 10.7 62.5 85.7 94.6 98.2 10095 56
CPFX N.S.
NFLX I 1 3 3¢ 14 7 2 61
1.6 6.6 62.3 85.2 96.7 100%
3 2513 5 4 5 1
CPFX . 1t 5.4 50.073.2 82.1 89.3 98.2 100% 56
NFLX N.S.
NFLX v 2 2515 2 11 6 61
3.3 44.368.9 72.1 90.2 100%
Fig.5 Sensitivity distribution of CNS (10¢ CFU/ml)
100~
g
o
&
o
2
= 50+
3 — 1
CET o II
o——0 1II
———— n IV
Drug [MIC ~<0.025 0.06 02 0.78 3.13 12.5 50 >100|py| Statistical
(ug/ml) 0.025 0.1 0.39 1.5 6.2 25 100 analysis
2 1 4 12 8 2
CPFX " 1 3.7 18.5 63.0 92.6 100% 2
CPFX =0 4 4 N.S.
NFLX 1 6.7 73.3 86.7 100% 30
EY 3 8 12 3 1
CPFX . 'III 11.1 40.7 85.2 96.3 100% 27
NFLX > 9 15 3 1 N.S.
NFLX v 6.7 36.7 86.7 96.7 100% 30
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$4h 186/205 (90.7%) T, BT BRI U3 B R
EREBTHEHZ Lbbhb,

Boll, S.aureus D 2 F Y vex 7 LS
(MRSA) DML, Zh2 LA THS A TRIEE
fea T %", MRSA BRI REH i, 7= %
$yY Y, VIRFH VYV, €T v )Py, /%
19V, RAXTRAY Y, 7oV, V7 -vEY
Y, T ARV =, €7 =V F— it EhMERBIEA
LLTEF LR, RERERCERT CHI->T
RERZERITRED 5%, Frc BB BRIE D RFICILE
RARANRETSH Y, BROBHEER DI ino T

t 7 = A FRFEANTIIMEASE M LTV 5,

CNS BBRERE S DBEHESEIR TV B 53, &
EHFERORPRULOTBEIN DL DODETKE S
FYERETHD, CNS BBE, »7—-FARALASL
7R EeAtE LTliFe R bk ¥ hiE o FEWY
BT ETERERBUB X5 T 5, EEE
FETLEF L DAETRPEBRED OB s+
BITIESIY R BR < L BRBMRE L5 2 Lidicly, CNS
DPIEMEME KT Bl 2 — V13— (et ++
Y VFRR=o ) V) REWT S. aureus L Rig B,
BELT, CNS 2 S.aureus L h 1~2 BEREMN I &

H0RBRTH B, B, — BB IhTW5&E0H - Y LN BIRENBEFNL, Lichio T, S. aureus
Table 18 Abnormal laboratory tests
CPFX NFLX
Total No. of cases with 10 Total No. of cases with 4
abnormal laboratory tests abnormal laboratory tests
No. .
Item (Before—After) o. of Item (Before—After) No. of
cases cases
Eosinophil (1—6%), (2—15%) 2 Hb (13.1—11.5g/dl) - 1
Monocyte (5—12%) 1 Ht (38.0—33.5%)
WBC (3,800—3,200/mm®) 1 GOT - GPT
3 (4063 U) - (46—86 U), 2
WBC (6,400—3,500/mm®) - (24—62 U) - (23—55 U)
Neutrophil seg. (50—28%) * 1
stab.(21—11%) BUN (16.1—24.9mg/dl) 1
GPT (24—46 U), 2
(32—40—81 U)
GOT - GPT
(26—48 U) - (22—50 U). 2
(41-78 U) - (46—70 U)
Proteinuria (+—+) - i
Glucosuria (——+)
Frequency of abnormal laboratory tests
I CPFX NFLX Statistical
t .
o Incident rate % Incident rate % analysis
Hb 0 (0/58) 1.5 (1/66) N.S.
Ht 0 (0/58) 1.5 (1/66) N.S.
WBC 3.4 (2/58) 0 (0/67) N.S.
Eosinophil 3.7 (2/54) 0 (0/62) N.S.
Neutrophil (seg.) 1.9 (1/54) 0 (0/62) N.S.
(stab.) 1.9 (1/54) 0 (0/62) N.S.
Monocyte 1.9 (1/54) 0 (0/62) N.S.
GOT 3.5 (2/57) 3.1 (2/65) N.S.
GPT 7.0 (4/57) 3.1 (2/65) NS.
BUN 0 (0/54) 1.7 (1/58) NS.
Proteinuria 2.4 (1/42) 0 (0/49) NS.
Glucosuria 2.4 (1/42) 0 (0/48) N.S.
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CHRTHLDERUTH B,

UED X 57RIRTHBM 0, S.aureus, CNS R
FErTABREER L LT, RROTNENE LXEMME
D7e\ W quinolone REHL, KE—BRABERIIEDHK
REHDOBIRN G LB LBbNhb, CDZ &L, §E
OWFETTIe -1 MIC OHFORE» LI ZHE I h
%o

AR -y vYERERBRETLIR=v ) v
(PCs), *7 = 2%3EH| (CEPs) iTiXfiftEnitel e L
L, PCs ® CEPs izt LT7 VA ¥ — 235 A EILR
RTBEHNCBD Z L23H B, CPFX O Z DX T 5
MIC 1% 91 #keh 90 # 2% 0.2~0.78 pg/ml (fth 1 ¥k X
3.13 pg/ml) = /L, NFLX Tix 91 gk 89 gkt
0.78~3.13 pg/ml (FDfik 6.25 & 25 pg/ml i 1 #k3
D) AL TWBY, Z omER)IL PCs 2 CEPs itk
NHETIE D A NEERAICIER B THS 5,

GNB #4» TEOMOEIH LTHBIEL EBhic /il
BhH%bo8%, $ quinolone FRIEF DM T, FriTEK
BHEOEV, UBTERTHLAS LEx1BhB, Zhb
DB LTH CPFX 1 NFLX X hRRBEhiciE
HNERLTBY, SEOSEECTS MIC 047
LD EEFZHRL TS,

CPFX & NFLX 0 200mg WR O BER A TD
Cross over REA'IZ X 5% &, WA S MFEE D
FHEOE— 7 1KECh D, TOROHEE HITIER
BThb, FOBD ¥ — 7{fix CPFX 0.78+0.16 ug/
ml, NFLX 0.63+0.06 gg/ml LHEIhT %, £H
#:4D5F — 2% 8% L CPFX 200 mg 2P IRE D ©
— 7{EIL 1.5 BB H b 1.08+0. 06 pg/ml TH %2,
RERC L HEEIV I,

CPFX nEEABTIEBHER'S" The b TOK
HOOTLRIFTHY, MBRELRAEHDVZTh%E
tEIAEEABRTHE B8ORS BB, NFLX O
BRSBTS L& T, 7 » i “C-NFLX 50
mg/kg/B%ER 21 AMER&EE Lictk 24 Bfdl s X O
168 B I PBE » R EROIZ X 5 &, RE5H
omPEE (F5% 30 5) 132 0.66 pg/ml T, 21
B SR 5 Ik 24 FERIL D BT IR BELX 0.5+£0.2
rgle, 168 Btk Ti2 0.1£0.1pg/g TH Do = DMK
MHHET S LMFREL EORBABRERBOR T
B ENHEREN D, b DATLKEANOBT b HE
FZERELEL DR TS,

CPFX, NFLX W¥#H &b, MAAEEISHE vEL &
LIEWHREABTIRFLAERATSHY, < OWEBEIH
quinolone RIEHNILE T HHE L Bbh b,

DR TE S b%E 2 T, CPFX, NFLX 0

KEBBESHBE LTHBZ LIZEKRE,

CPFX & NFLX t omEAIM OB KT 51c
HlchRAEZEZX VTS 200mg 1 H3EE L, 3T
CHR & Twb NFLX »i—fic 200mg 1 B 3ET
FRHINTWAEZ & &, CPFX & NFLX D{&RNBREN
BULTWAZ LIhZ0BAECR D I, RRLERK
B, BA%, BREFIE Lo, TEXAXT 8RNk
WL, LbBEOEFRITC L EhTFehR
TEHI5THIDTH D,

BERZEECIHEAFCEEZ L, BREBK
£E, HHAKCEEC CPFX BAERTWBEWIE
Rlleotel bid, BREMCBERECH LT
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The efficacy, safety and utility of ciprofloxacin were compared in a double-blind clinical trial
with those of norfloxacin in the treatment of skin and soft tissue infections. Either drug was
orally administered at a dosage of 200mg t.i.d. (before breakfast, after lunch and at bedtime).
Patients over the age of 15 were randomly allocated to one of the two groups.

A total of 318 patients were enrolled in this study. One hundred fifty five patients received
ciprofloxacin and 163 received norfloxacin. An assessment of efficacy could be made in 140 patients
having received ciprofloxacin and 142 patients having received norfloxacin. Safety was assessed
in 146 patients on ciprofloxacin and in 155 patients on norfloxacin. Utility was evaluated in 141
patients on ciprofloxacin and in 143 patients on norfloxacin. Utility assessment was done on the
basis of clinical responses, side effects and severity of the disease.

“Cure” or “Remarkable improvement” was seen in 106 ciprofloxacin patients (75.7%) and in
94 norfloxacin patients (66.2%). “Cure”, “Remarkable improvement” or “Improvement” was seen
in 123 ciprofloxacin patients (87.9%) and 117 norfloxacin patients (82.4%). The difference was
statistically significant (P<0.05). No statistical difference was seen in overall safety assessment.
Seventy-two patients (51.1%) on ciprofloxacin and 53 patients (87.1%) on norfloxacin were assessed
as “Remarkably useful”. “Remarkably useful” or “Useful” was seen in 118 ciprofloxacin patients
(83.7%) and 108 norfloxacin patients (75.5%). The difference was statistically significant (P<0.05).

Bacteria were eradicated in 66 (81.5%) of 81 ciprofloxacin patients with a positive culture and
58 (67.4%) of 86 norfloxacin patients with a positive culture. The difference statistically tended
to be favorable for ciprofloxacin (P<O0.1).

Clinical side effect or abnormal laboratory tests were not significantly different in either frequency
or nature between the two groups. All adverse effects were of a mild nature.
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From these results we concluded that ciprofloxacin is more useful than norfloxacin at least in
the treatment of skin and soft tissue infections.



