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Total number of patients
enrolled

Clinical efficacy
177

Reasons for exclusion and
drop-out from evaluation

< Drop-out >

* No visit after first consultation

3 patients

o Shortage in duration of medication

2 patients

¢ Observation not made on day

specified in protocol
1 patients

MR TIZ B MA9960 (55.9%) L& TLEWEMICH - 72,
EWIL, 20/ DEBIAI7H (20.8%) £ —FEL L, MW
PO EFERE (P EEH926 (52.0%) & O TV,

BRI, RTEMA LR BT 16 (40.1%), FLIR
#15%5(8.5%), ALF/ERMHEL65](9.0%), —REF33
#0(18.6%), MBS - IR %386 (21.5%), % D45l
(2.3%) Tdh o7z, HEMMIL, 3~50M&KE5441.2%
2EDHTW,

2. ERREHFR

2 BRI ERIR KD 3 % Table 2127 L 720 M LIRIER

183
B716I%, X396, BHxh226l, LLE%6H, X4
Side effects Bl THZHIL85.9%, FLIRE FLIGTIRES ) 15614,
17 E3BI, HENTH, LREHAB, BHLIEITHHER
66.7%, RLFIEIFEREEL16HBIH, EXI8FI, BE7H, %
BB THEREIZ3.8%, KB (FHaI236, 4
Abnormal aterations 15361, MIBLE), ZOMO = REH6H) 3361, EL
— of laboratory findings
134 1060, #1761, RRH%1F, EHSHATHEBHERIZ
81.8%, HEPESK - PRE %3861k, EH7HI, HXH29641,
R R B EN2B THEEEILZ4.7%, FTOMDOKE (BL2H,
Utility feia, mMaiRkes16l) 460F, Bxh26), RLER
177 2BITH o7z, £IETIX, 17784, EXH67HI, F%H84
B, <A %1651, EINLOBICHEHIL85.3% T 70
Fig. 1. Number of patients evaluated JEFESE, BERIINT S, R55BEBITORBOE
Table 1. Background of patients evaluated for clinical efficacy
Skin and soft . Cholecystitis
. ... | Periproctal | Secondary
Item mgscsttix:ns Mastitis abscess infections choalar;]dgi " Others | Total (%)
S male 45 16 20 15 3 99 (55.9)
ex female 26 15 13 23 1 78 (44.1)
~19 3 2 2 7 (4.0)
20~29 21 3 5 6 2 37 (20.8)
30~39 11 5 4 3 23 (13.0)
40~49 3 4 3 4 3 17 (9.6)
Age () 50~ 59 13 2 1 5 4 1 26 (14.7)
60~ 69 11 8 12 1 32 (18.1)
70~79 7 1 1 2 12 23 (13.0)
80~ 2 3 7 12 (6.8)
30~39 3 5 8 (4:.35)
. 40~49 1 1 6 14 1 23 (13.0)
B°d’(’k‘”e’ght 50~59 7 4 2 5 10 1 29 (16.4)
8 60~69 4 1 4 1 5 15 (8.5)
70~ 2 1 2 5(2.8)
unknown 57 9 9 16 2 97 (54.8)
mild 37 11 4 19 8 3 82 (46.3)
Severity moderate A4 4 12 14 27 1 92 (52.0)
severe 3 3.7
Underlying disease no 61 13 15 13 2 3 107 (60.5)
& complication yes 10 2 1 20 36 1 70 (39.5)
Pretreatment with no 57 14 14 15 31 4 135 (76.3)
. . yes 12 1 2 15 7 37 (20.9)
antibiotics unknown 2 3 5 (2.8)
Concomitant no 66 14 16 28 34 3 161 (91.0)
medication yes 5 1 5 4 1 16 (9.0)
3~ 5 37 5 4 14 11 2 73 (41.2)
Duration of 6~ 7 14 3 9 10 12 48 (27.1)
treatment (days) 8~14 18 5 3 7 13 2 48 (27.1)
15~ 2 2 2 2 8 (4.6)
Total (%) 71 (40.1) 15 (8.5) 16 (9.0) 33 (18.6) 38 (21.5) 4 (2.3) | 177 (100)
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L& Fig 2127 L7z BHEERO G EIE LM 25
VCREREAR 7B, BBEAIIBIOKEEALHHEET
DEERDEAL % 200mg, 300mg#k 5-B, 400mgh 582
B THBRET %47 2 720 200mg, 300mgfk5- B 13
5 BA4AH38.0+£0.2C, 45 5HHE T36.7£0.7C L #
L, KE2HE»SEEEL D » THRBIET/ER 2R
L72o 400mg#k5-8F13% 5-B44 0 38.2+0.5C, #%55H
H36.7£0.5C & 200mg, 300mgtt5-8 & EHk 2 HRET
ER %R L7,

— B 5 BIIERRR R % Table 31K L7, ARG &
BUBR R B R 1, 200mg 4 14 5 O & ) I1X100%,
200mg5r 2% 5 DA RIE73.9%, 300mgr1xE5DH
R IL846%, 300mgF2 G DOAFFEIZI1.1%,
400mgF 2 G- DERNFILT74% TH o 72,

S BT B BRR AR % Table 415K L 72, L ) B
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B ds8BITH o 72 7T AGMHE BEMBETOSEE
FIBRR BRI, EHLLBI, B, R REFX5H), &
ABICHREIL69.0% Th oo 7T b Kl B B
BB TIx, FEXN5B, BRh7HI, EXLHITHEINFIL2.3%
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Fig. 2. Body temperature in patients with cholangitis and
cholecystitis after administration of grepafloxacin.

Table 2. Clinical response classified by diagnosis
Diagnosis No. of Efficacy : Efficacy rate
patients excellent good fair poor (%)
infectious atheroma 32 15 12 4 1 27/32 (84.4)
subcutaneous abscess 18 11 5 1 1 16/18 (88.9)
felon 6 4 2 4/6
Skin and soft phlegmon 6 5 1 6/6
tissue . o
infections lymphangitis + lymphadenitis 3 1 1 1 2/3
bacterial paronychia 4 3 1 4/4
furuncle 2 2 212
subtotal 71 39 22 6 4 61/71 (85.9)
Mastitis 15 3 7 1 10/15 (66.7)
Periproctal abscess 16 8 7 15/16 (93.8)
post-operative wound 23 9 10 4 19/23 (82.6)
wound 3 1 2 3/3
s&ggggzy burn 1 1 11
others 6 4 1 4/6
subtotal 33 10 17 1 5 27/33 (81.8)
Cholecystitis-cholangitis 38 7 29 2 36/38 (94.7)
Others 4 2 2 2/4
Total 177 67 84 16 10 151/177 (85.3)
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Table 3. Clinical response classified by daily dose
Efficacy
No. of | skin and soft . cholecystitis Total
ltem patients tissue mastitis | Periproctal §:;:onfiary and others (o)
infections abscess infections cholangitis
150 [ 150 x 1 1 11 11
200 200x1 18 11/11 11 4/4 11 1 18/18 (100)
100 x 2 23 6/9 4/6 4/5 3/3 17/23 (73.9)
Daily dose | 50, 300x1 52 13/16 3/5 8/8 9/11 9/10 2/2 | 44/52 (84.6)
(mg) 150 x 2 45 22/22 11 0/1 6/7 12/13 0/1 |41/45 (91.1)
400 | 200 x 2 31 6/10 11 2/2 5/7 10/10 0/1 |24/31 (77.4)
600 | 300 x 2 11 11
change 6 2/2 0/1 1 11 11 5/6

Table 4. Clinical response classified by isolated bacteria

Efficac
Isolated bacteria No. of y : Efficacy rate
patients excellent good fair poor (%)
Gram-positive
S. aureus 8 4 3 1 7/8
MRSA* 1 1 0/1
CNS** 5 2 1 1 1 3/5
S. epidermidis 6 3 2 1 5/6
S. pyogenes 1 1 0/1
E. faecalis 3 1 1 1 2/3
E. faecium 1 1 0/1
Corynebacterium spp. 2 1 1 2/2
a-Streptococcus 1 1 11
v-Streptococcus 1 1 0/1
“subtotal 29 11 9 5 4 20/29 (69.0)
o | Gram-negative
) E. coli 2 1 1 2/2
2 | E. aerogenes 1 1 11
g E. cloacae 1 1 11
% K. pneumoniae 3 2 1 3/3
o | P. aeruginosa 1 1 0/1
E P. mirabilis 1 1 11
S C. freundii 2 2 2/2
20 S. marcescens 1 1 11
X. maltophilia 1 1 11
subtotal 13 5 7 1 12/13 (92.3)
anaerobe
Peptostreptococcus spp. 9 4 3 1 1 7/9
P. bivia 1 1 11
P. acnes 2 2 2/2
P. magnus 2 2 2/2
P. micros 1 1 11
B. fragilis 1 1 11
subtotal 16 9 5 1 1 14/16 (87.5)
Total 58 25 21 6 6 46/58 (79.3)
E two kinds of bacteria 32 14 16 1 1 30/32 (93.8)
§_§ more than three kinds of
E g bacteria 26 8 15 2 1 23/26 (88.5)
& subtotal 58 22 31 3 2 53/58 (91.4)
Total 116 47 52 9 8 99/116 (85.3)

*: MRSA: methicillin-resistant S. aureus
*%: CNS: coagulase-negative staphylococci
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BET LB DIZ09BITH o 720 7 5 L [ B hmR e
TOMERIL, HL226], TE3HITRO%TH o7,
77 LR H MRS T O LRI, 5106, REE2
Bl, WERMALIBITRA6% Td o 7o MG BIhmYC
DEEFIL, HELISBITI00% Th o7 HEH Y
TOHERRILHRILG, WA F 7238 %86, K
3B, WRMABIT76.1% ThH o7, £MAEIIBITDWk
X, R8BI, W F 22X BRI S8B, L8, B
BB T83.8% THh o720

SHER DR % Table 61271 L7z, #&5-BAMAHET 2 H 14
AR TELI708RICOWVWTIHERYHE L. 7T A4
MR DM EEIE, S aureus 91.7%, CNS 92.9%, S.
epidermidis 100%, Corynebacterium spp. 100%, 14
R TII86.5% Th o7z, 7 J LRMEDMERIL, E

coli 73.3%, Klebsiella pneumoniae 100%, BHE Lk
1381.4% T o 720 WREIEE DK F I Peptostreptococ.
cus spp. 100%, HFRMEEEAETIZ94.6%THo7, &
BT, 170BRAPTER14THR, TNE234k, THEHEIZ865%
Thol,

4. BRIEHTSTWER OMICH A7

WA DO MEHE D ) bMICE JIE L1572 1878 OMIC
4345 % Fig. 312, € Drange, MICso, MICgofl % Table 7-
121" Lico 77 LR TIES. aurens 148k, MRSA
5Bk, CNS 16#k, S. epidermidis 168K, Streptococcus spp.
14 %k, Enterococcus spp. 128k, Corynebacterium spp. 12
BTHole VT LBIEE TILE coli 108k, Pseudomo-
nas aeruginosa 8 ¥k, Klebsiella spp. 7 ¥k, Enterobacter
spp. ¥R T o 7=, BEZNEH TId, Bacteroides spp. 10%,

Table 5. Bacteriological response classified by case

No. of Bacteriological response Bacteriological
Isolated bacteri 0.0 i cure rate
soa actenia patients eradicated e?:gg:z d unchanged replaced (%)
Gram-positive
S. aureus 8 7 1 7/8
CNS 4 3 1 3/4
S. epidermidis 5 5 5/5
S. pyogenes 1 1 11
E. faecalis 3 3 3/3
E. faecium 1 1 0/1
Corynebacterium spp. 2 2 2/2
a-Streptococcus 1 1 1/1
subtotal 25 22 3 22/25 (88.0)
o Gram-negative
-8 E. coli 2 2 2/2
3 E. aerogenes 1 1 1
k= E. cloacae 1 1 1/1
.E K. pneumoniae 3 2 1 3/3
S P. aeruginosa 1 1 0/1
é’ P. mirabilis 1 1 11
S C. freundii 2 2 2/2
S S. marcescens 1 1 1/1
= | X. maltophilia 1 1 0/1
subtotal 13 10 2 1 11/13 (84.6)
anaerobe
Peptostreptococcus spp. 8 8 8/8
P. bivia 1 1 11
P. acnes 2 2 2/2
P. magnus 2 2 2/2
P. micros 1 1 1/1
B. fragilis 1 1 1
subtotal 15 15 15/15 (100)
Total 53 47 1 48/53 (90.6)
.E two kinds of bacteria 27 19 2 4 23/27 (85.2)
© £ | more than three kinds of
E’ 8 | bacteria 19 12 6 1 12/19 (63.2)
[
2
£ & subtotal 46 31 4 35/46 (76.1)
Total 99 78 83/99 (83.8)
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Peptostreptococcus spp. 18#K, Propionibacterium acnes 7#k MICqtd254g/mlI COFLX DMICootd12.5ug/mlTdh o 72,
Thole 77 LBHE TH A S. aureus, CNS, S, Corynebacterium spp. (2373 5GPFXDMICgold12.5ug/ml
epidermidis, Streptococcus spp. B & U Enterococcus spp. 1= TOFLX, CPFXMDMICo0t33.13ug/mlTdH - 72,

#19 AGPFXDMICoo i 0.2~6.25ug/mlT, HIRIEH]H 77 LBMEE TdH BE. colilZxF$ 5GPFXDMICyold,
bolt bEWETH o7:7%%, MRSAIZH T BGPFX®D  0.2ug/ml& LA b - & bIEWEZR LA, P

Table 6. Bacteriological response classified by isolated bacteria

Isolated bacteria No. of strains Eradicated Persisted Eradication rate (%)
Gram-positive
S. aureus 12 11 1 11/12 (91.7)
MRSA 3 2 1 2/3
CNS 14 13 1 13/14 (92.9)
S. epidermidis 13 13 13/13 (100)
S. pyogenes 3 3 3/3
E. faecalis 7 4 3 4/7
E. faecium 4 1 3 1/4
E. avium 1 1 0/1
Enterococcus sp. 1 1 1/1
Corynebacterium spp. 10 10 10/10 (100)
a-Streptococcus 5 5 5/5
y-Streptococcus 1 1 1/1
subtotal 74 64 10 64/74 (86.5)
Gram-negative
E. coli 15 11 4 11/15 (73.3)
E. aerogenes 2 2 2/2
E. cloacae 5 4 1 4/5
E. corrodens 1 1 1/1
H. parainfluenzae 1 1 1/1
K. pneumoniae 10 10 10/10 (100)
K. oxytoca 2 2 2/2
P. aeruginosa 4 1 3 1/4
P. mivabilis 2 2 2/2
P. vulgaris 2 2 2/2
F. meingosepticum 1 1 0/1
A. caviae 1 1 11
M. morganii 1 1 1/1
C. freundii 7 6 1 6/7
S. marcescens 1 1 1/1
X. maltophilia 1 1 0/1
A. xylosoxidans 1 1 1/1
NFR 2 2 2/2
subtotal 59 48 11 48/59 (81.4)
anaerobe
Peptostreptococcus spp. 11 11 11/11 (100)
P. asaccharolyticus 1 1 1/1
P. acnes 5 5 5/5
P. magnus 3 3 3/3
P. micros 2 2 2/2
P. prevotis 1 1 11
P. bivia 1 1 1/1
B. fragilis 6 5 1 5/6
B. distasonis 1 1 11
B. thetaiotaomircron 1 1 0/1
B. disiens 1 1 11
Clostridium sp. 1 1 11
C. paraputrificum 1 1 11
Lactobacillus sp. 1 1 1/1
F. varium 1 1 111
subtotal 37 35 2 35/37 (94.6)
Total 170 147 23 147/170 (86.5)
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100
90
80
B&
=~ 704
=]
8 604
&
1% 4
5 50 ~———— Grepafloxacin
2 404 Norfloxacin
E S S Ofloxacin
O 30+ — — — Ciprofloxacin
204 ~— - — Enoxacin
10
= 1 — -. - i 1 L L L 1 L Il L 1 L
MIC (ug/ml) | S0.006 0012 0024 005 01 02 039 078 156 3.3 625 125 25 S0 2100 | MICw
Grepafloxacin 2 6 12 36 30 26 20 8 9 5 2 5 3.13
Norfloxacin 4 12 12 28 19 25 14 23 10 10 4 7 |25
Ofloxacin 4 9 19 28 38 24 23 20 10 7 3 1 1 6.25
Ciprofloxacin 5 4 19 12 19 41 24 18 17 13 8 2 2 2 1 3.13
Enoxacin 1 2 14 22 28 11 27 23 19 16 4 1 25
Fig. 3. In vitro antibacterial activities against all clinical isolates.
Table 7-1. Susceptibility of isolated bacteria
Isolated bacteria 0 MIC (ug/ml)
. Antibiotics
(No. of strains) range 50% 90%
Grepafloxacin 0.024~0.1 0.05 0.1
Norfloxacin 0.2~1.56 0.39 1.56
S. aureus (14) Ofloxacin 0.2~0.39 0.2 0.39
Ciprofloxacin 0.05~0.78 0.2 0.39
Enoxacin 0.2~3.13 0.78 1.56
Grepafloxacin 0.012~25 0.1 25
Norfloxacin 0.39~ =100 12.5 =100
MRSA (5) Ofloxacin 0.2~12.5 0.78 12.5
Ciprofloxacin 0.1~25 1.56 25
Enoxacin 0.78 ~50 6.25 50
Grepafloxacin 0.05~25 0.1 0.2
Norfloxacin 0.1~ =100 0.39 6.25
CNS (16) Ofloxacin 0.1~50 0.39 3.13
Ciprofloxacin 0.05~ =100 0.1 1.56
Enoxacin 0.2~25 0.39 12.5
Grepafloxacin 0.06~25 0.1 6.25
Norfloxacin 0.2~ =100 0.39 50
S. epidermidis (16) Ofloxacin 0.05~12.5 0.39 12.5
Ciprofloxacin 0.1~50 0.2 6.25
Enoxacin 0.39~25 0.78 25
Grepafloxacin 0.024 ~6.25 0.39 1.56
Norfloxacin 0.1~25 1.56 12.5
Streptococcus spp. (14) Ofloxacin 0.1~6.25 1.56 6.25
Ciprofloxacin 0.024~3.13 0.78 1.56
Enoxacin 0.05~50 12.5 25
Grepafloxacin 0.05~25 0.39 3.13
Norfloxacin 0.1~ =100 6.25 6.25
Enterococcus spp. (12) Ofloxacin 0.2~ =100 3.13 12.5
Ciprofloxacin 0.05~50 1.56 6.25
Enoxacin 0.2~z=100 6.25 25
Grepafloxacin 0.012~25 0.2 12.5
Norfloxacin 0.2~25 1.56 25
Corynebacterium spp. (12) Ofloxacin 0.05~6.25 0.78 3.13
Ciprofloxacin 0.024~6.25 0.78 3.13
Enoxacin 0.78 ~25 6.25 25

MRSA: methicillin-resistant S. aureus
CNS: coagulase-negative staphylococci
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aeruginosalZ X+ 3 B GPFXDMICyold 3.13ug/mlI TCPFX®D
MICoo i3 1.56 28/ ml T o 7=, Klebsiella spp. IZxF¥ 5%
GPFX ® MICq iZ 0.78 #g/ ml T, CPFX % 0.1 pg/ ml,
NFLX, OFLX, ENX {3 0.39ug/ml T o 7, Enterobacter
Spp- I2X+9 A GPFXDMICg0l30.2ug/mlTdH 1), CPFX&
A%T, dbot bEWELZRL

BA M HE T & 5 Bacteroides spp. , P. acnes\>X3 4 %
GPFXDMICeold, FNEFN3.13ug/ml, 0.39ug/mITH
5720 OFLXE.FZ%TH o & bIRVEZ R L7z, Pepto-
streptococcus spp. \ZXF$ B GPFXDMICgotd 3.13ug/mlT,
REEHIRS o L DEVVEEZR L, &0 BEREBR18THE
\#% 5GPFX, NFLX, OFLX, CPFX, ENX®MICeold
zh€h3.13, 25, 6.25, 3.13, 25ug/mlT, CPFX®
MICoo & FI% Td o 775, OFLX & D 2#%, NFLX, ENX
LD 4EEN, BOEEEER LA

5. BIVEH

BIVER DPAAR % Table 8127/R L7z, BIVER ¥IE X RIE
BILTBID A LEKIB 5 ICHER T % L # 2 5N ARIER
ZOIEAERIB, FOEKR, 55, BREER ER
DELIBIDEFTHI(3.9%) ICFED HN/zAf, Wi biEpE
T—BEDERTH o 72,

Table 8. Side effects

No. of patients evaluated 179
No. of patients with side effects 7
Incidence of side effects (%) 3.9
bitter taste in the mouth 3

bitter taste in the tongue 1

Item eruption 1
common symptom like cold 1

nausea 1

Table 7-2. Susceptibility of isolated bacteria

Isolated bacteria Antibioti MIC (pg/ml)
. tibiotics
(No. of strains) range 50% 90%
Grepafloxacin =0.006 ~0.39 0.024 0.2
Norfloxacin 0.024 ~1.56 0.05 0.78
E. coli (10) Ofloxacin 0.05~1.56 0.05 0.78
Ciprofloxacin =0.006~0.78 0.024 0.39
Enoxacin 0.05~3.13 0.1 0.39
Grepafloxacin 0.1~3.13 0.39 3.13
Norfloxacin 0.39~6.25 1.56 6.25
P. aeruginosa (8) Ofloxacin 0.78~6.25 1.56 6.25
Ciprofloxacin 0.05~1.56 0.2 1.56
Enoxacin 0.2~25 1.56 25
Grepafloxacin 0.024~0.78 0.05 0.78
Norfloxacin 0.05~0.39 0.1 0.39
Klebsiella spp. (7) Ofloxacin 0.024 ~0.39 0.1 0.39
Ciprofloxacin 0.024~0.1 0.024 0.1
Enoxacin 0.1~0.39 0.2 0.39
Grepafloxacin 0.05~0.2 0.05 0.2
Norfloxacin 0.024 ~0.39 0.1 0.39
Enterobacter spp. (6) Ofloxacin 0.1~0.39 0.1 0.39
Ciprofloxacin 0.024~0.2 0.024 0.2
Enoxacin 0.1~0.78 0.2 0.78
Grepafloxacin 0.024 ~3.13 0.78 3.13
Norfloxacin 0.1~ =100 25 50
Bacteroides spp. (10) Ofloxacin 0.05~3.13 1.56 3.13
Ciprofloxacin 0.012~6.25 3.13 6.25
Enoxacin 0.1~25 6.25 25
Grepafloxacin 0.1~3.13 0.78 3.13
Norfloxacin 0.2~25 6.25 12.5
Peptostreptococcus spp. (18) Ofloxacin 0.2~25 0.78 25
Ciprofloxacin 0.1~6.25 0.39 6.25
Enoxacin 0.78~12.5 3.13 12.5
Grepafloxacin 0.1~0.39 0.2 0.39
Norfloxacin 0.78~1.56 1.56 1.56
P. acnes (7) Ofloxacin 0.2~0.39 0.39 0.39
Ciprofloxacin 0.1~0.39 0.2 0.39
Enoxacin 3.13~6.25 3.13 6.25
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6. ERARIREMERE L)

ERR R A MR E LB OMER % Table 9127 L 72, BR
REERE LB REF 134610 D bEFIE 5 RE T
b EEZ LN DERKRRAENMRE LD Es-GPT (12— 38)
IZ161(0.7%) BB bz,

7. HRM%

HEMEDOMNER % Table 1017R L 7= [FEH IS & | & [
RlzHbE-FRAEIE, KBHNICAS LEEEILRE
KE859% (61/71), FLIRAK (FLIRTIRB % &) 73.3%
(11/15), KLFI/EIBRIRHE93.8% (15/16), —KR&#81.2%
(27/33), REPEH - B %£94.7% (36/38) 2 & TH 1,
SR TI385.9% (152/177) TdH - 7=

m = =

GPFXWRH LA AW &Nz 2 —F /0 vy ZERb#E
BT, MEAMELEC ST LABNEE, 75 LBHEICH
LCILEAREANRY PVERL, BEOICERT S,
FEOREHOBILD BRIFT, Ti/20d10~ 128/ &
E{, IR1IAFGFHRRLEZ 5N/,

AE, FAIIEE ONFHEBIRIAEL77HIC BT B ER
REEEZRELDOT, ZOEBER U TICHNS,

T PHERIRGANICOBE SN, 75 LR S. aureus,
CNSIZxf L, GPFXDMICeold # N #10.1, 0.2ug/mlT
Hotzo BERMBREICHSNEOEVVELZRL, EHRER
LEKERAERDIEONY T ABHEICHE D SRS h
TrZ L AR S NI,

SEERERBRREIRIE, EHMERED ST LGNS, 7
S LMW, BEMEICTL, FhEFNh69.0%, 92.3%,
875% Tdho7z0 7T LIGHEE TEMAKEROBBEA S BE
BRI BEICKB L 2o -BHE LTI, S au-
reus, CNSD 26513 —RIEKH:, MRSAD1FIIZEHETH D,
TELICCWERITH o 2B LB,

Table 9. Abnormal alterations of laboratory findings

No. of patients evaluated 134
No. of patient with abnormalities 1
Incidence of abnormalities (%) 0.7

Item s-GPT1 12—38 1

SHEE BB ER R, BHERED S S A%
W, 77 ALMBMEE, MAEEICHL, FNEN880%,
84.6%, 100%, HMEMHB2ETH06%ThHo1:,

DR OMRE A HEREIL, T LABNE, VT4
PEPET, BEAMER I L, FNENB865%, 81.4%,
94.6%, ZETH865%Tho7:, HMLESBEOA
UL, 77 LBEN, 77 LIEEH, BAMET +he
10K, 114k, 2Rk DB EI23%KTH D, #05 b18%
(78.3%) %%, NEBE 5% - REAE RAED T, 4% |24 BB I e 51
MHLTH o7z, AL - BBERDEF B $HIPTCD
FLF—=VHICLBBHTHY. —KBIZ, BHET S
r=ANSnELEEZ LN,

BBRIBRRZIR L, RAEHCARIER B, AL RS,
RSB L U EREK - IBERICH L, #hEN85.9%,
93.8%, 81.8%, 94.7% & RIF 2K TH o7, KLFIF
FRE T, 1010 B #BIIHR55BHICHER b E%
L, BEEROEE L7, EHOLHELZVEGT
H o7z, FHMAESI$IL 1661 & 4 7% v AL P A B 5 T,
BUWESERYRLZ, 7, BEE, BERICBITILE
R AR RE L 8T 5 & tosufloxacin (TFLX)
86.7%, sparfloxacin (SPFX)” 83.9%, levofloxacin
(LVFX)" 73.1%Tdh ) KHIL, 94.7% L FHEANZ WV
bODMANIRFERERER LI EDEHAL LT,
FRICAANTEIS, B EZALTH S W, EERIER
ROBREOMICEL. OB, AHHHGPFXIE D
DN BEERONDY, K, BRKREKRDH T b FEE
HRTELCRHICKEFBDON-Z L, BREE
FEV. —F, IRRIFT 2H3ERII66.7% L RRE
HTHoT,

EHDOENERNE5.3% 1%, TEME S N7 TFLX?
85.4%, fleroxacin (FLRX)" 85.0%, SPFX' 78.3%,
LVFX" 79.4% L3 I2FE%ETH H, FHOYFHEBZSE
AN S i MR B/ VNN A (WA

IBRSBELEANEOBBIIOVTRF TS L,
200mgtk 561 TH%I%85.4% (35/41) TH 1), 300mgi
58 CH%ZF-7.6% (85/97) k, 1ZIZAETHo7 &
> T1AHZEEIZ200 mgTHo 2 BHEIEFTEL,

—7%, NEERREENOF CHBARBLELER LN
5HERSR, JRERIIT A1 BEEGE L BEMEROBR
WZDWTHRETT 5 L 400mgtk 5B 116012 BT 5 4hiRid2

Table 10. Utility

Utility rate
No. of skin and soft . cholecystitis Total
patients tissue mastitis pelt')xproctal sinfecorgiary and others )
infections abscess ections cholangitis
177 61/71 (85.9) 11/15 (73.3) 15/16 (93.8) | 27/33 (81.8) | 36/38 (94.7) 2/4 152/177 (85.9)
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AEXYBEEIET LS BICRHICR D, BB
2RO H NI, F7:200mg(461) « 300mg (23651) #%5-
#27HIC BV T O FIRRERDF LN GPFXDJERE
%, BERICT T 5400mgix 5 3LETIE %<, 200mg
BEDVABITHDH Z L 2ERT 5 £ 300mgk 5 L E )
L\,

BRI, 17981, DIEPIER3GI, FOELE, RB5,
FERER, BROLZLIFIDETHI(3.9%) IcRBD LN
#® WTFhIBET—EUDERTH o 72, BRFBREME
BEELEI134B)Ps-GPTD LA 16 (0.7%) A 57
n BERODTH o7,

Dk, NERBURRE L R & LABRRAER Y EML
1R, GPFXITOBERR IS LIV InEE®ERL, 2
OBVERMRB L UVENLREMEBEDL, Thbn
B & 0 FF IR TR RHE DGR ICHE A2 EHTH
LEZ LN,
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Clinical evaluation of a quinolone antimicrobial drug, grepafloxacin,
for oral use in surgical infections
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The clinical effects of a newly developed quinolone antimicrobial drug for oral use, grepafloxacin
(GPFX), on infectious diseases in the surgical field were investigated by 13 collaborating organizations
and 4 related institutions throughout the country. The results were as follows. GPFX was administered to
183 patients at a dose of 150~400 mg once or twice a day for 3~ 14 days. Eight patients were excluded
or dropped out, leaving 177 patients to be evaluated for clinical effects.

The efficacy rate was 85.9% in the patients with superficial purulent diseases, 66.7% in those with
mastitis, 93.8% in those with periproctal abscess, 81.8% in those with secondary infections (19/23 for
postoperative wound, 3/3 for wound, 1/1 for burn, and 4/6 for others), and 94.7% in those with
cholecystitis and cholangitis. The total efficacy rate was 85.3%.

The efficacy rate in 116 patients in whom bacteria were isolated before the start of administration was
85.3%. Eradication of bacteria could be assessed in 99 patients. The isolates were eradicated or
superinfection was observed in 83 patients. The eradication rate was 83.8%. The eradication rate in the
170 strains whose eradication was confirmed was 91.7% (11/12 strains) for Staphylococcus aureus,
92.9% (13/14) for coagulase-negative staphylococci, 100% (13/13) for Staphylococcus epidermidis,
73.3% (11/15) for Escherichia coli and 100% (11/11) for Peptostreptococcus spp. The total rate was
86.5% (147/170).

With regard to safety, slight and transient adverse reactions, mainly of bitter taste in the oral cavity,
were observed in 7 of the 179 subjects. Abnormal change in s-GPT was observed in one patient on clinical
laboratory tests.

The above results suggest that GPFX is highly useful for infectious diseases in the surgical field.



