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Table 1-1 Criteria for bacteriological efficacy on Shigella spp. and Vibrio cholerae O1

Description Efficacy
Culture negative on the 2nd day of administration ;
no bacterial discharge observed thereafter
-—— E excellent
ex) + - - - - = = = - - - (=)
—_— E
ex) + + - - - - - - (=)
Culture negative after the expiration of administration, excepting
those aforementioned ; no bacterial discharge observed thereafter
D —— E good
ex) + + + + + - - = = = - (=)
—_— E
ex) + - + = + - - - (=)
Bacterial discharge observed after the expiration of administration
—_— E poor
ex) + + + - = - 4+ - 4+ - -
—_— E
ex) - - - = = + - -
Culture negative before administration ;
no bacterial discharge observed thereafter
-— E
ex) - - - - - - - -
Culture negative after the expiration of administration ; unknown

no bacterial discharge observed thereafter but another antimicrobial agent administered

— 3 e -
ex) + + + + + - -
— 3 e —
ex) + - - - = - -

- (=)

- (=)

«————— > Administration of balofloxacin, «

agent.

--------------- — [ Administration of another antimicrobial

+ : Culture positive, — : Culture negative, E : The day of discharge from hospital, ( ) : Culture after discharge

from hospital
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[(BERMEZL O 4BBECHE LR, &8, BE5K
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2. FRAE
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Table 1-2 Criteria for bacteriological efficacy on the causative isolates other
than Shigella spp. and Vibrio cholerae O1

Description
Efficacy
On the day of . - . .. .
administration During administration  After administration
+ — — Excellent
+
u— + —
ood
not tested £
+ not tested —
+
- + +
not tested
+
- - + poor
not tested
+
- not tested +
not tested
not tested
- not tested —
not tested
+ - unknown
- + another antimicrobial
not tested agent administered
+ not tested another antimicrobial
agent administered
+ : Culture positive, — : Culture negative

Bt s, 28I ERMEMITN RIES & s
7z.
LRI R8BI, AHI G FRARRC %
FER 2 L T 72 5201 H3 G RN SR E B A &
Iz,

%7z, BRMEFITSRES D S 58 S hiER
T8RS B R R E R FER & Stz
BEHEROFEOBRETICB W TIX, BEEFTHE
Lotz le bk & Uiz 160% iz 7213361
DEIWERHIERAES L Sz, BRRAEMERE
12 D> TIX 115G S B PR AR A 52 5 ) 2 £ R EE B
E&hi,
ERMEOFMIC BT, FRO LS ckEE
DEEFRRERBITHNEEREHERN & LTz

PR 7 A9 A20H

o, S26H3HE AMEHERBES L i, kB,
A R R AT 0 SR E B89 o M B - A 8k 43 A 1
Table 3BV ThH5.

RO NFUTHEMERF43G] (BE | REHE =
19:24), $VERZERIP (BF  REH=
10: 4), BEREMERBEERER 8 #I(EF &
BWH=5:3), avI73BI(EE REE=1
2), Plesiomonas shigelloides g% 3B (% :
REE=2 . 1), Aeromonas hydvophila 55 2
B (), Vibrio mimicus % 161 (B%H),
Vibrio parahaemolyticus g% 1] (B#&) Tho
7o BB RRX 6 B (B BREE =3 1 3),
72, BERBRE RIS o728, ERK
R & BB R L HE S hER (BUF, B
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Table 2 Number of cases analysed

Item P
Total cases 135
« cases evaluated for clinical and/or 89
bacteriological efficacy
« cases evaluated for adverse effects 133t
- cases evaluated for abnormal changes of 115
laboratory findings
- cases evaluated for usefulness 82
Caes excluded 46
* neither causative organisms nor symptoms 23
« less than 16 years of age 1
« discontinuance of visiting to hospital 2
- inappropriate drug administration 5
- insufficient observation 7
« inappropriate diseases 7
(Campylobacter enteritis)
« severe underlying disease 1

t including one dropped-out case of no visiting to hospi-
tal

1 excluding the cases in which laboratory tests were not
examined after drug administration

EeMRMEER) X 8BITH - 72 (Table 4-1, 4-2),
2) ZhERHIE
FERSIRHE OFE R % Table 5 2R3, MEHE

TRFIIBITI3EZNE63.1%, BRIFKIL.T%TH->

7z, BPIVE R TIBRI0BITIXELNE30.0%, BRY

b

Table 3 Age and sex distribution of the cases
evaluated for clinical and/or bacteriological

efficacy
Age(year) Male Female Total
16~19 1 1 2
20~29 22 23 45
30~39 8 9 17
40~49 6 4 10
50~59 3 8 11
60~69 3 0 3
70~79 1 0 1
Total 44 45
(%) (49.4) (50.6)

F100% TH -7z, BEREEABEMEER, av
RIS & T3 Z Do EMERE1266 L O
BEEERRD 3 FITIRETHERL L TEERIZ
100%TH - 7. BB & T 8 Bk 7 fiHs
BHMULTH D, SETIIERE51.9%, BRE
96.2%TH 7.

HHEG22H93%h5R (Table 6) ZE/ERIc A5 &, K
WEE (n=41) TIXFERIHE, B4 THY,
EH%90.2%, BRIEI0%TH -7, YVEXRT
HE (n=14) TRREMI2, EFH2kTHY, B
$h385. 7% TH o7z, TOEHMD 2 TV TFhb
BEIOHMINI DT, KFEIREKRT 6 HE

Table 4-1 List of cases evaluated for clinical and bacteriological efficacy

No. of patients for No. of Total no. ocfl Tota}
i patients an no. o
Diagnosis clinical clinical and b ;gtré:ﬁ)rlso f(i)cral carriers for patients
efficacy bacteriological sub-total effica cg bacteriological and
only efficacy efficacy carriers
Shigellosis 6 13 19 24 37 43
Enteritis caused by
Salmonalla spp. 1 9 10 4 13 14
EPEC/ETEC/EIEC* 1 4 5 3 7 8
V. cholerae O1 0 1 1 2 3 3
P. shigelloides 0 2 2 1 3 3
A. hydrophila 0 2 2 0 2 2
V. mimicus 0 1 1 0 1 1
V. parvahaemolyticus 0 1 1 0 1 1
Polymicrobial infection 0 3 3 3 6 6
Acute enteritis
(pathogen negative) 8 0 8 0 0 8
Total 16 36 52 37 73 89

*EPEC ; Enteropathogenic E. coli, ETEC ; Enterotoxigenic E. coli, EIEC ; Enteroinvasive E. coli

RRYUEFHEE H69E FIS
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Table 4-2 List of polymicrobial infections

S. dysenteriae, P. shigelloides, C. jejuni
S. dysenteriae, S. flexneri

V. cholerae 01, Aevomonas sp.

S. flexneri, E. coli 0144

S. sonnei, Salmonella O7

V. cholerae non-O1, A. hydrophila

= e e e e

CTHRBRRZZENENWHERELAONZDDTH
3, BEREMABEK, Vv IE4KERL
D E LIz Z2OMOERIZOVTRETERULET
Hol:. EETIIENES.7%, BIFEIT.4%T
HoTlz.

3) &£k

BIfER 13381 561 (3.8%) wHaohiz. %

Table 5 Clinical efficacy of balofloxacin

No. of Clinical efficacy © Efficacy rate(%)
Diagnosis cases
excellent good poor excellent  excellent+good

Shigellosis 19 12 6 1 63.1 94.7

Enteritis caused by
Salmonalla spp. 10 7 30.0 100
EPEC/ETEC/EIEC* 5 2 3/5 5/5
V. cholerae O1 1 1 0/1 1/1
P. shigelloides 2 1 1 1/2 2/2
A. hydrophila 2 1 1 1/2 2/2
V. mimicus 1 1 0/1 1/1
V. parahaemolyticus 1 1 1/1 1/1
Polymicrobial infection 3 3 3/3 3/3

Acute enteritis

(pathogen negative) 8 3 4 1 3/8 7/8
Total 52 27 23 2 51.9 96.2

*EPEC ; Enteropathogenic E. coli, ETEC ; Enterotoxigenic E. coli, EIEC ; Enteroinvasive E. coli

Table 6 Bacteriological efficacy of balofloxacin

) No. of Bacteriological efficacy Efficacy rate(%)
Organism isolates
excellent good poor excellent  excellent+good

Shigella spp. 41 37 4 90.2 100
S. sonnei 30 26 4 86.7 100
S. flexneri #* 6 6 6/6 6/6
S. dysenteriae # 4 4 4/4 4/4

S. boydii 2 2 2/2 2/2
Salmonella spp. 14 12 2 85.7 85.7
EPEC/ETEC/EIEC* 8 6 2 6/8 8/8
V. choleraeO1 4 4 4/4 4/4
P. Shigelloides 4 4 4/4 4/4
A. hydrophila 3 3 3/3 3/3
Aeromonas sp. 1 1 1/1 1/1
V. mimicus 1 1 1/1 1/1
V. parahaemolyticus 1 1 1/1 1/1
V. cholerate non-O1 1 1 1/1 1/1
Total 78 70 6 2 89.7 97.4

*EPEC ; Enteropathogenic E. coli, ETEC ; Enterotoxigenic E. coli, EIEC ; Enteroinvasive E. coli
#1; lucluding one case of mixed infection with S. dysenteriae and S. flexmeri

LT 49 A20H
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Table 7 Adverse effects
Incidence : 3.8% (5/133)

A Dosage Relation t

ge . . elation to

Sex (yr) Diagnosis daily dose  duration total Symptom balofloxacin

(mg X times) (days) (mg)

Female 28  Enteritis caused 200X 2 4 1,600 Skin eruption possible
by EIEC

Female 52  Acute enteritis 200X 2 5 2,000 Numbness of possible
(pathogen negative) hand

Male 63  Acute enteritis 200%x2 4.5 1,800 Skin eruption probable
(pathogen negative)

Male 22 Shigellosis 200X 2 5 2,000 Oral aphtha possible

Male 25  Shigellosis ’ 200X 2 5 2,000 Nausea probable

Table 8 Abnormal changes in laboratory findings
Incidence : 17.4% (20/115)

Laboratory findings

Case Sex ?yglg Diagnosis Item before _after _follow-up tﬁ?ﬁ‘]t(l)?(r; g i(;l
1 M 25  Shigellosis S-GOT(IU/1) 17 58 22 probable
S-GPTIU/1) 15 69 36 probable
2 M 25  Shigellosis S-GPTAU/ID) 22 41 possible
3 F 23  Shigellosis S-GPT1U/I) 8 36 33 possible
4 F 29  Shigellosis S-GOT(U/1) 20 63 23 obvious
S-GPT(IU/1) 18 75 43 obvious
542 M 58  Enteritis caused by Eosinophils (%) 1 10.2 obvious
V. parvahaemolyticus
64° M 27  Shigellosis S-GOT (IU/!) 35 86 32 probable
S-GPTUU/I) 34 217 91 probable
7 M 34  Shigellosis S-GPTIU/?) 35 45 possible
8 M 38 Shigellosis S-GPT(1U/1) 26 45 40 possible
9 M 24  Shigellosis S-GOT(U/!) 33 55 61 possible
S-GPT(IU/1) 55 140 131 possible
10 M 23 Shigellosis S-GPT(IU/1) 31 69 77 probable
11 M 28  Shigellosis Eosinophils (%) 3 10 possible
S-GPT(IU/1) 28 65 95 probable
12 F 26  Shigellosis S-GPT1U/I) 14 43 51 probable
13 F 22 Shigellosis S-GOT((IU/1) 20 57 39 probable
S-GPT(U/I) 31 129 103 probable
14 M 20  Shigellosis S-GPTIU/I) 14 38 47 possible
15 M 20  Shigellosis T. Bil(mg/dl) 0.75 2.15 possible
16 F 19  Shigellosis S-GPT(U/!) 15 33 possible
17# F 27  Shigellosis S-GOTU/1) 19 47 possible
S-GPT(IU/1) 16 58 possible
y-GTP(IU/!) 11 82 possible
18 M 24 Shigellosis S-GOT(IU/1) 20 40 30 probable
S-GPT(IU/1) 35 91 40 probable
19 F 24  Enteritis caused by S-GPT(IU/1) 17 53 45 probable
Salmonella O4
20 M 49  Enteritis caused by S-GPTIU/I) 31 46 possible

Camplyobacter jejuni
M : Male, F: Female
#2: This case is having a cholelithiasis for underlying disease
#3: This case is having liver dysfunction for underlying disease
#4 : This case is having fatty liver for underlying disease

RPEFHEEE H69% BT
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Table 9 Usefulness of balofloxacin

Usefulness Usefulness rate (%)
Diagnosis No. of . .
& cases markedly fairly markedly satisfactory
satisfactory satisfactory satisfactory unsatisfactory +satisfactory
Shigellosis 42 23 15 1 3 90.5
Enteritis caused by
Salmonella spp. 11 8 1 2 81.8
EPEC/ETEC/EIEC* 8 6 1 7/8
V. cholerae O1 3 3 3/3
P. shigelloides 2 2 2/2
A. hydrophila 2 1 1 2/2
V. parahaemolyticus 1 1 1/1
Polymicrobial infection 6 5 1 6/6
Acute enteritis
(pathogen negative) 7 2 3 2 5/1
Total 82 51 22 1 8 89.0

EPEC ; Enteropathogenic E. coli, ETEC ; Enterotoxigenic E. coli, EIEC ; Enteroinvasive E. coli

DWEAIE Table 7W2R L7z L5 THY, H1HIH
B E R IR RS R 2 DFER TARFIIR ShHMm
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52 Btk & VMRS EEORENHB L2 b
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R 749 A20H
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BT 7Bl 5 BRI ETh o, 2B,
T EHEI NI SHIOEBEIZDOWTIE, MEME
TR TANE & HE S iz 360k 2 BlosEE R A (i
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DTHY, B 1FIIERSIEN BN TH o272
DTH5, UEORER, £ TIE62.2%»FEH I
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BLFX 100mg &% 1 [E 2§, 1H 2, &, 4
B 5 HEERRO®RE U,

(2) BAERDOFE & 717

EEIIEAYEMEE 2 28, FEEEL, FRE
BRI H A28y 710085, 2 7 2 (BBL) 0
LBESIRRE L L, 5°CICHEEREL 7.

L5 R SR A B 0 E i 13 BLFX o1 EIH# 5
% 2 ~ 3 BFRELARR I 1 [FAE BARBEME 2 &4
 (28) »BIL, #52H%bH20I3H%53
H#, BLORSKRTEHCHATMEL VA1
|, #fE (&8) 2R,

ISP B MR 12 13 BLFEX 0 # 5BGET
1E, 8L U052 HED 3 Wik#sE 3 HE, &
S5 TEH, BE5KTH 1 EME I BARPEGE X
D& 1E, Bk (£8) 2HML, Z0OBE,
RHBRERE, BRMEBERREOMAICHWS
el BRHEEREHICOWTIE5°C, ¥
FHEREHIE R IZ DWW T —200CTHREL 72,

M 3R 5HAH, %52 BB L URSRKT
FHWIZ, wIn b5 2 BgICRMmETY,
SEHNEEHE £ T—20C THIEHRE L 12,

(3) #fH X B EAEEHE

B L UM IR EIE 13 () =2k
E—y—x iz ¢, HPLC % W TiT- 72,

(4) FBNMER# OMRE

EECB T 2BNMESERELRELL, =
EHLE -y — T VI T 72,

BISABRE T TRE L - EH1g 129ml OFR
BWEMZ TIMERFRE L, ZOWROI0ERTE
FIBVER L THRAE L Lz, HRICHWI-BIKIE,

VAR T (0.78% K, HPO,¥A¥) © 37.5ml, #HH
BRI (0.47%KH,PO,, 1.18%NaCl, 1.20%
(NH,),S0,, 0.12%CaCl,, 0.25%MgS0,-H,0
& YA W) ©37.5ml, Resazurin (0.1%7Kk &
¥%) : 1ml, L-cystein« HCl+- H,O:0.5g, L-
ascorbic acid (25%7K¥#¥) : 2ml, Na,CO,(8 %
W) - 50ml, Agar :0.5g, ZREH7K @ 860ml =
B & L7z,

%7z, HFSUEERE AT Trypticase soy
agar (BBL), CLED medium (OXOID), Mannitol
salt agar (H7K), EF agar (H7k), DHL agar
(H7), NAC agar (5¢#ff), Candida agar (H7K),
SS agar (BBL), TCBS agar (BBL),
Campylobacter agar (BBL) %, BEKMEKREA
¥eihix BL agar (5€WF), EGagar (38F), BBE
agar (B&3), Kanamycin CW agar (H7k), LBS
modified agar (BBL), FM modified agar (H
7K), Veillonella agar (Difco), CCFA agar
(OXOID) % ZznZhFwi:,

7B, BRMEEZOT T, REESEEO A%
BESERERELE LT—RL, Z0oMoERBFREE
HuEgwi.,

2. fER

1) fEFI

HERFI No. i3 255D 2T, 7 HEODA > Nk
T RERTH & 0 %24, 15[E DL EoARRmEET
FiostiE, RERCAREE R, BESEKBEOHE
¥e3& Td Shigella dysenteriae 2 D353EEE L7z 4l
HHERFEETH > /2,

FER No. 213 26/ D FBMT, 20EIA LD AT
FIBHRE U AR 2y, BEEEKBE DR
B Tl Campylobacter jejuni HEH &tz A v
vunNs s —IGREZETH- Tz,

2) HEPEFIERE

FEFI No. 1TIXEMEDFEUE Table 10 iIZ7R L
T &5 B E5HEH, 3 B, BEKTERBLV
BERTELZ HUREWCIT> 72, BLFX Q#fFEHhiE
RS RGOV 54603 3Rt s h g
Mo Tehs, 2 BFEI3043 % Ti313.20ug/g, 1 5BAMA
3 H#Tid351.8ug/g, BEKTEHTIX327.6
ug/g, Be5HT 3 HEE T1310.22ug/g TH o 7z,
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BMERG R 123 % Balofloxacin DEGRAIANFE 1001
Table 10 Concentration of balofloxacin in the feces of case No. 1
1st. day 1 2 3 4 5 ~ 7
Day of study of dosing (1/7) a®  1/9 (1/10) /1y @1 11w
Administration 1 1 1 1 1 1
of balofloxacin (10 : 00) (17 : 20) (8 1 40)
Fecal collection 10 : 45 12 :30 8140 9:05 10 : 15
time
Concentration not 13.20 351.8 327.6 10.22
in feces(ug/g) ° detected
Fecal weight(g) 24 46 91 144 54
Recovery (ing) 0.61 32.01 47.17 0.55
Serum 0.73 1.08
concentration (6 :30) (6 :25)
(ug/mi)

Table 11 Concentration of balofloxacin in the feces of case No. 2

1st. day 1 2 3 4 5 ~ 7

Day of study of dosing (6/27) (6/28) (6/29) (6/30) a/n @/
Administration 1 1 1 1 1 1 1 1 1 1
of balofloxacin (19 : 20) (8 :00) (18 : 00) (6 :45) (18 :00) (6:30) (18 :00) (8 :00)
Fecal collection 18:00 19:20 21:00 8:00 13:40 19:00 9:10 10 : 30 9:30
time
Concentration not 73.21 182.1 102.0 31.83 178.7 140.3 112.0
in feces(ug/g) detected
Fecal weight(g) 72 60 122 26.4 1.6 121.6 82 5
Recovery (mg) 4.39 22.22 2.69 0.05 21.73 11.51 0.56
Serum 1.64 .05
concentration (9 :20) (9 : 40)
(ug/ml)

FEHI No. 2Cix Table 11 ieir L7z & 9 w5
BAfGH, 1~3H#®BBLIUBREKRTE2 BRI
AL EIN L 72, BLFX O3 EE 3% 55H0A
HolE#5 1 [R40 % TIR73.21ug/g, &5
BAtG 1~ 3 H:TI331.83~182.1ug/g, 5K T
2 B TIX112.0ug/g TH o7z,

3) I3 R 3EAR

FEBI No. Lic B 285 3 HEOHIIREL 2 K
fil# © BLFX O IfiL ¥ #1382 BE 130.73ug/ml T &
D, BE5RTEHOHOMBEFEEIX].08ug/ml
TH -7z (Table 10).

FEBI No. 21281 215 2 HEOHIIRER 2 K
3043 BLFX DI # R 1X1.64ug/ml T
bHY, BEKRTEZHOHOMBEFEEIX0.05
ug/ml ThH-7tz (Table 11),

4) BEPIMIER 3 D22 )

SRk 7 £ 9 H20H

JEHI No. 10FRMER Tk Fig. 1R &
SR E B HICHE$S.0X10°/g Thot
Enterococcus faectum 135 3 H# 12 131.6X%
10%/g £ CWA LS, HE5KTEHICIE3.0X
107/g, BE5&T 3 HICIZ2.4X10%/g £ THEAN
L7z, E. coli 35 3 HRI134.2X107/g 20 &
2.8X10%/g £ TWA Uiz, BERKRTEHICIK
1.8%x10°/g, 5T 3 HELIZIZ8.4X10%/g £T
BWINL 72, BB GHIGEHT. 4} 10%/g » o8
5 3 HRIZ134.4X10%/g £ TR Lizo3, B5#
TEHICZ].8X10%/g, #EKT 3 HERICIF1.2X
10°/g £ CHEIEL TWwiz, %8B, S dysenteriae 13
BEGREHIZ1X6.0X107/g et S iz 28, #5 3
HEUB I IR S nzho 7z,

— %, BES M E B T X Bifidobacterium,
Lactobacillus, Lec (—) Clostridium 135 3 H
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Fig. 1 Effects of balofloxacin on intestinal microbial 1 flora in case No. 1.
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Fig. 2 Effects of balofloxacin on intestinal microbial flora in case No. 2.
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BICIFREVSOVBIT B L, %5487 3
HEICEZWIh s ZIFAMEE TREL Tw/z, &
S5 BB H 2 134.0X10%/g TdH > 7z Veillonella 1%
5 3 BRI IBRHV VTR Lizss, #
B THAWIF8.0X104/g, BE5HKT 3 HERIZIZ
1.5X10%/g ¥ TN L T 72, Bacteroides spp.

TR 55 H W A S iz Bacteroides  dis-

tasonis & Bacteroides fragilis 315 3 B LI

WIEBH VRNV TREA L, 9o T Bacter-
oides wvulgatus, Bacteroides uniformis, Bacter -

oides thetaiotaomicron DR 5T 3 HERICIZ %
nZn8.0x10°%g, 2.0x10%/g, 2.2X10'°/g D
AHohl, MEBIFRSHRBHI.0X10°/g 258
53 H#IZI132.0X10%/g Kii & TR L7z H, #
B TEHAIIIE3.6X10°/g, &51cRE5KT 3H
FBITIX3.3X10%°/g & THEINL Tz,

FEB No. 204 MR TIX Fig. 2 2R3 &
SR ERHBHCERL2X103/g T Hoiz
Citrobacter freundii, 1.2X10°/g T ®H -7 E.
coli, 1.2x10%/g TH - 1z Klebsiella pnewmoniae
BT b &G 3 BRI VAV RS
LCwiz, BE5RBBICEE2.4X10°%/g Tho Tz
a-haemolytic Streptococcus, 1.0X10%/g T H -
72 y-haemolytic Streptococcus 135 3 HERIZ X
WP B RV AOVEITFIRBAD L ds, 54T
B HICIZFNZTN 8.0X10%/g, 4.0X10*/g £ T
EEL Tz, BERIIREGHHEL. 3X10°/g »
55 3 HERIZI1X8.0X10°%/g & TR L7ehs, #&
BT EL I 8.5X10%/g £ THEIE L Tz,

— 7, BES M BE T3 Bifidobactevium, Pe-

ptococcaceae, Fusobacterium 13#5 3 H&IZ I3
HYV VIR IRid Uiz, 5 5tEH12.0X10%/
g THotz Veillonella 35 3 HEIZ1X8.6X
10°/g £ THWA L Twizhs, BEKTELZHICIE
3.0X10%/g L#HNL Tz, Bacteroides spp. T
5B H I A S Wiz B distasonis £ B.
fragilis 1X#5 3 HEELARE I IZMHE v ~OVEUTR I

WAL, »b o T B. uniformis, B. thetaiotaomi -

cron DS RTELHICIZFRFN1.2X10%/
g, 9.8X10"%/g Fo &SNz, REBIIREHE
H1.9%x10%/g TH o725, #E53 HEIZIF1.6X

PR A9 H20H

10/g, 5T EL FIIZ1.1x10" /g % TR
LTwz,

FEF No. 1, fER No. 2 & b &@rh Clostridium
difficile i3I NT, C. difficile D-1HE b RH
INBholz,

. =

BK2XOMFBIN—=T3INETI, Wb 3
—a—% / u ¥—norfloxacin (NFLX),
ofloxacin (OFLX), enoxacin (ENX),
ciprofloxacin (CPFX), lomefloxacin (LFLX),
tosufloxacin (TFLX), levofloxacin (LVFX),
sparfloxacin (SPFX) ¥ X U fleroxacin (FLRX)
— DS ERF 2 1T U &3 2 BRI L
TEMTH DI EBHEI VL TET,

SE)3, Hiz PR S iz BLFX 258 RHE
HIZX L T LEOEEAL D ITRREHODLL
BRBIFRPIEIZ2bD 2, BHEMATREH 2
DRBPMG R BT 2 EBEPRENESNS L
Fzondlk, BERRECHNTIDZeMH
WDEWERBEINSG Z LR ENS, REIORGM
It 2 E AN B L UBE BT 2 HEERR
B LB S I RIS L7,

BIEDD T &L, RRRE O SHES W IGE R
IR BERR 1203 2 BLFX OFEEBRENTIE N
13 CPFX, NFLX, OFLX iclbkRT1~3%E% 3%
OO, MEFHRBICBWTIZFE 2ELET
B - T FRFTE B OB RPEIX100%, EXHE1390.2%
CHMEFERRELIZIZAETHY, YLVEXTHE
TIESIR, AL $85.7%, IV IHWEHID
L L7 2 OfoEAE I DWW TR TERIM b
T, @R TIIBERIFHIT. 4%, FEhFE89. 7% L i e
TE5/RTHoT2,

COEE—a—F /u il LTRVEHAZ
nNTws OFLX kL TH % &, OFLX TOD
HH B2 DR L IRHT R B CERNEED4 . 4%, BREE
100%, HVvE A 7 HIE TERE20.8%, FRIE
79.2%, EETIIERNEL2.7%, BREEI0.9%T
Hol: LMEIENTEY, MEFIOMT xE
BITole & 2%, AR TIIHLLRETED S
Nighrolzb DO, FERHRTIEIVTRICBLTD
KEIDFHte L AEEIC OFLX XV fERTwi,
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Z UG ERBIRICB W T b 2R TERES1.9%,
BRERI6.2%TH Y, BFRIRFEIHANTEHE
EBRBROEETH STz, BB, hrEUNT Y —
BRIZDWTI, Ekomidrs=—a—F /0>
HIT, HIBEOERENE SN DK, MEE
VHE I N AREESERYSI N TE Y, SEIZ
Bl & BRME OIS & Uz, BIFERIE S
Bl (3.8%) WERDSNIDATH Y, HHRRAEM
FEEZENZ206] (17.4%) @B s, S,
R ER E LB NP RE L - L HEBR R T
H25H, HEEBEROENAFELbDOTHY, £
TEERZLDE R, KEsr—wEObOT
Hoiz,

BRECDWTIE, IEFE TR 2362.2% % 5 9,
WELLE28.0%mEHRHE2RL, o
=a—F /v rHlOKEIZIZREITH -
7z.

LD LY, AR OEERBRGEBR I
2 ERIREIR, MEFRREERD =2 —F /0
YHICHBLTH2bDTHRL, 2D S,
in vitro DPE IV —E QN TH L, mini-
mal inhibitory concentration (MIC) DZE»Z D
¥ ZERRRIER, MEFENIROZE B SO0k
WOTIERWhEFZ o,

bo¥ TEMINT-EEPERBERE O
F, EFI No. 1TIl3# 551G 3 HE1213351.8ug/
g, HEFI No. 2TIXE5HAE H 113182, 1ug/g
ERRECHR S, BB RYME SR O BRI
59 B PURETE M 2R 312453 7 A NERE S HESE &
nr.

IEMIE R O3 2 BB Z T nE—DBE
THET & 7z ERI No. 1 TSR, FR
BT Enterococcus faecium 8B X O E. coli H3
PRHIE S N, MEE L MAMER 2R L 720, &
¥ TEH I T CIZEIEL Tz, KEITO E.
coli DMHNI FREIMCEE Th > 7z, B& MR
TlX Bifidobacterium, Lactobacillus, Lec (—)
Clostridium, Veillonella 13\ >3 0 b 1550157
WIS & & Ntz b, 5T 3 HERIZIHIZIZRE
Bl BRQEREFORER LIRS 3 HER WM
flaniz», #EKTHEH, BE5KT 3 HRICE

BIE L Tz,

FEF No. 2Tk G HAE, FRMEFETIX
a-haemolytic Streptococcus, y-haemolytic Strep -
fococcus DMNFI & N7z 23, BEKTELZ HIZIXH»
ZOEEL Tz, E coli 135 EAMBEINH &
W, BEKRTELZHZS FREIEL Tnkhr oz,
MERT 3 HRBRICEES A SN, BERTEX
Higdb 2L Twik, BIUEEEETRI
Bifidobacterium, Peplococcaceae, Fusobactevium
IR G RBEBIEI S h, BEKTELZHICL £72
EIfE L Tt iz, Veillonella 1R 5RI081212
TS N7z 23, BEKTEL HIZZEEL Tz,
B. thetaiotaomicron DSHEfIL Ttz iz®, BRGEM:
HEFOMBERIC IIIH LA S5 T,

WEFNOEFNC B W T b E@T, Clostridium
difficile, C. difficile D-1EZRIZHEHE T, TH
BRER D Rohzhroi,

ZDZ L&Y RBREMGR EE BT b REHIR
52 X 2 GNHIEE OB E IR EIIZIZEL
Wb oeBbni,

PULEDOR#E XV, BLEX 3G LI LT
fERD =2 —F /0 YFNHAT, AEORED
DO o, BEMIIBOTHEICRIEIZZ L, M
BPETRF 2 HI 8 & U Te SRR & ot L T
RICHADPHRE SN2 EREERTHL E260
7z.

X Wk
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6) TERHE W, fi (8 MEER) I EHMBRCNT S sparfloxacin O [ K # #F %8, Chemotherapy,
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8) FHAM—, fib (145E:%) : BPMEB RIS 5 T- Balofloxacin o &G54 o IR B PR 53 BEAR 12
3262 DEERAIHTZE. BERUERE, 63 : 593—605, 1989. S BPIE S, BRHYERE, 69 : 987—990, 1995.

9) RHEZ=#F, fi (I8HEE) | BRPEHEBRICHT 3 13) /INESEF, ftt : Campylobacter 54 ¥ DIREIC
Levofloxacin (DR-3355)DERRATHIZE S & UG B AMESE I, —a—F /o FFERED
MRS 4 BB T BT 2 IERSEHFNRE L IBARHE O THEBE RGN B L T O —. BYERE, 66:
#:&f. Chemotherapy, 40(S-3): 170—187, 1992. 923—929, 1992.

10) SIS, ftbh (I5MR%) @ BB R e ¥ 2

Clinical Study of Balofloxacin on Infectious Enteritis and Assessment of the
Fecal Drug Concentration and Intestinal Microbial Flora in
Patients with Infectious Enteritis

Research Group of Balofloxacin on Infectious Enteritis
(Manager: Shoichiro IRIMAJIRI)

Mitsuo OBANA & Shoichiro IRIMAJIRI
Department of Internal Medicine, Kawasaki Municipal Hospital, Kanagawa
Isao TOMIZAWA, Yoshihiko TAKIZAWA & Yumiko SAKAMOTO
Department of Infectious Diseases, Sapporo City General Hospital, Sapporo
Yoshiro NITTA? Takafumi TSUNODAY & Hiroyuki FUKUDA?
Department of Infectious Diseases, Tokyo Metropolitan Toshima General Hospital, Tokyo
(YPresent address: Tokyo Metropolitan Ebara General Hospital)
(?Present address: First Department of Internal Medicine,
School of Medicine Chiba University)

Tsuyoshi YAMAGUCHI, Gohta MASUDA, Masayoshi NEGISHI & Atsushi AJISAWA
Department of Infectious Diseases, Tokyo Metropolitan Komagome General Hospital, Tokyo
Misako MURATA & Kenji OHNISHI
Department of Infectious Diseaes, Tokyo Metropolitan Bokutoh General Hospital, Tokyo
Hiroko SAGARA & Yoshikiyo SAJIMA
Department of Infectious Diseases, Department of Gastroenterology, Yokohama
Municipal Citizen’s Hospital, Kanagawa
Fumio MATSUMOTO, Takero IMAI, Iwao SAKURAI & Takayuki TAKAHASHI
Department of Internal Medicine, Kanagawa Prefectural Midwives and Nurses
Training School Hospital, Kanagawa
Koji KATO & Masamiki MORI
Department of Communicable Diseases, Department of Gastroerology,

Nagoya City Higashi General Hospital, Aichi
Shiro HOSODA, Tadao BAMBA, Masaya SASAKI, Kenichi TATEWAKI, Kenji FUSE,
Hiroshi SAKUMOTO, Yoshiaki IWASAKI & Kunio YOSHIKAWA
Second Department of Internal Medicine, Shiga University of Medical Science, Shiga
Hideo OHKUBO & Yong-ki KIM
Department of Communicable Diseases, Kyoto City Hospital, Kyoto
Mitsuru AKAO, Yoshihiro SAKAUE, Kaneko TOJO,

TR 79 H20H
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Junko AMATSU & Hideki YOSHIDA
Department of Internal Medicine, Infectious Diseases Center,
Osaka Municipal Momoyama Hospital, Osaka
(*Present address: Osaka City General Hospital)
Tadakazu AISAKA & Motoko MIKAMI
Department of Internal Medicine, Hiroshima City Funairi Hospital, Hiroshima
Osamu KURIMURA* & Kazunori KAGAWA
Second Department of Internal Medicine, Kure National Hospital, Hiroshima
(*Present address: Department of Internal Medicine, Senogawa Hospital)
Yoshio MATSUBARA
Department of Internal Medicine, Kiyose Jogu Hospital, Tokyo
Yatsuka IMAGAWA & Masafumi FUKUYAMA
Department of Environmental Microbiology, College of Environmental Health,
Azabu University, Kanagawa
Makoto SAITO*
Foundation Association of Tokyo City Preventive Medicine, Tokyo
(*Present address: Showa University)

The efficacy, safety and usefulness of balofloxacin (BLFX) for patients with acute infectious
enteritis and the carriers mainly shigellosis, were investigated. The drug was administered at a
daily dose of 200 mg twice a day for 3 days to patients with cholera, 7 days to patients with
Salmonella enteritis and 5 days to patients with other conditions of infectious enteritis including
shigellosis;

1. The efficacy was analyzed in 89 of the 135 patients who received the administration (43
patients with shigellosis, 14 with Salmonella enteritis, 8 with enteropathogenic/enterotoxigenic
Escherichia coli enteritis, 3 with cholera, 7 with enteritis with other pathogenic bacteria, 6 with
polymicrobial infectious enteritis and 8 with acute enteritis that was pathogen-negative).

2. In patients bearing symptoms and who thus could be analyzed for drug efficacy, the drug
was markedly effective or effective 50/52 (96.2%).

3. Bacteriologically, the drug was effective for Shigella spp. in 41 (1009) of 41, Salmonella
spp. in 12 (85.7%) of 14, and enteropathogenic/enterotoxigenic Escherichia coli in 8 of 8 cases.

4. Adverse effects were seen in 5/133 patients (3.8%) receiving the drug, including two
cases of skin eruption, one of numbness of the hands, one of oral aphtha, and one of nausea. In
patients for whom laboratory findings were available, 20/115 (17.4%) showed abnormalities,
mainly elevations of GOT and/or GPT, but these were slight.

5. In terms of subjective reports of usefulness, 51/82 (62.2%) were markedly satisfied, and
73/82 (89.0%) were either satisfied or markedly satisfied.

6. The influence of administration of BLFX on fecal concentration and intestinal microbial
flora was investigated in 2 patients with acute infectious enteritis. Results approximately
equivalent to such flora levels in healthy subjects were obtained.

These results suggest that BLFX is highly useful for infectious enteritis such as that caused
by shigellosis.
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