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74.7% (F#HiR162.2%, SME85.0%, BuM577.3%), IRHSK - IRERS3I%DAMERTHY,
R T801% Th o7 K FMAHITE D BEES CEREB) 21 LAERIC B 5 BaRRHF 1X
BILEBDEMNETH -7z HHBID ) LWOHE LR L1G7/-18461915961, 86.4% T
BERISMEEATHEL, BEAE(HEIBIOADLHE)II83.7%TH o7 TNOHE
LY SBES N 27TTRRDRTH LTI, Staphylococcus aureus 88.2% (60/68%%), coagulase-
negative staphylococci 89.1% (49/55%k), Streptococcus spp. 88.9% (16/18%k), Enterococ-
cus spp. 73.7% (14/194k), Escherichia coli 100% (18/18%k), Pseudomonas aeruginosa
40.0% (2/5%k), Peptostreptococcus spp. 90.5% (19/21%k), Bacteroides spp. 83.3% (5/6%k)
ETHY, BHRTI2% TH 70 THOLHMMIIHT HZLVFXOMBGENE, HAK
B &t A~x7 bV %RL, ciprofloxacin& (3FE% LW LIEFRULETH 720 £
T-LVFXOHBEHL, ofloxacin®I3I2ETH o 700 REMWICE LTI, FFMxtR27561
FeBICTHILBRER Y F L TH2REC—AUORERA»RO b, TBRREMEREY
LEHABITH LN (AMIEREIE S, 4FBEIKIE%, s-GOT L5 - LDHESA, s-GPT L),

WL BETH - 72,

U EDOB#D» 5, LVFXIINRHBEIEICARAEOBEVWERTHL LE X bR,
Key words : Levofloxacin, SVEIFEISERAAE, FRPREFM

Levofloxacin(LVFX, DR-3355) 3% —HERICB W
TEB SN F 7 0y ZROMEAIT, 73
KT & 5 ofloxacin (OFLX) D X Bk —4, S-
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BT HEAEIRE S X O IZOFLX L 13IZFI%E T
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19894E10H 7 519904E9H $ THR, £E12%%
MiEk & 7 DBEDE33MEHR CHBEMNER S Nz, K
BERICEBM L - R ERNE BY TH D, ThbHiE
FIEBRDH HVIE AR L7, 16500 E DS FLH ISR
PSER B E LT BEICRTbBEET - IZFORE
Z . RBACAKOBES L EBROBH - AEICD



CHEMOTHERAPY

272

MAY 1992

SHEL, CEIBZOFTHEREMDOEE 157,
b, FAlE LTROFEBOWTUPIEYST HIAER]

‘i@ﬂ Lf:o
1) FIEERHE THROKG L DHEERTRERD
HIFET & 2 VEESI,

2) MOFERGREIC X BiEBELE LS BES,

3) HGRMAENICMITERI RS S h, BEICER
P E L DD B,

4) 5 BERTICLVFX ¥ 721 3OFLX A4k 5- S h /-
FEB,

5) ¥F/0VRMEFRICTLVE-BEDODH LE
i,

6) EWEDL, HdHVITEREREEDD BIEH,

7) R, HIRL TV AR O S HERE 213
B OFES,

8) KR, AUELSEETHYME, LeND
H5E AR 8 72 AEB

9) ZOMIRMEHAE Y & HIWT L 7 FEB,

2. HEEBIUHRSHik

LVFX100mgfe (F—RE) M L/ 1H1%2WL
28 1H2% W L3EEEOKRS L-(1B%5 8200~
600mg), %8, EHEZGEIX1M14E, 1H3EE LA
H#x 5 2300mg), #x5HME, KHEIE LC3AMLL
K14 B BERRS & L,

3. BEREM B X N EHELE

ER O B L ORI, 2704 FH|, ik
fEH, MBEERA: OB RITTEEZON
AMIER & PR IIERE LT Lz, S5-I
GO 72O ORLE XA RE R 2 & 0 B, SRR
BriTo61, ZOMEIIODERHT LI L L
L7

4. BIEBIUHRAEAE

B 5-pEET, B5HMb B L ORERTRICEKER,
HIEk%, CRP, AKRikx il L, BHATR & L TR,
FERE, w4, &9, 2, HER, ZoOMELEAGEHE
FUELFDHBICOWTBIE L, MEFNRE
(RiMmEk%, mFsE, ~<bszv o ME, HIILERE,
FmERS W, MR R &), M LFERRE (s-
GOT, s-GPT, AI-P, LDH, ¥ VY ¥, BUN, Ifi
HoLTF=r, MEERERL)B L UORRE(ER,
W, oouvey ) —rr ki) EOBKKRES
L ONREE & D BRI L - AR OB FRE L, %55
BERT B L SR THRICER L7

5. &M

HYEIME O F 723 K fiik 0K E A % H IR
MR, MEFOZE, MELZEES L OFRETHE

L7z bbb, BRABEEREROEBICEKOX,
[ZE%h], Tz, [RLAHE], EDIDIBEKS L0
[HEARREITHRE L7z, MEFMEIRI, HES R
DHEEIZE Y, [THE], TEHEE], THER(AE) ],
[HRRID4EREB L OTHEARRE EHE L, BIER
EERERSHM2E U CAER B L UBHEREER
FEHOFELHEL, [Z2] N1TFREl, (44
HICHED Y |, [RETIEZV DO4BRB L UTHE
eI THISE Lz, HRMIE, BRDE, MEF0
B, BIERSEL LR, [BOTHERL [HH],
[RRHR] THREEEDLRZV], HFFLLzWw]D
5B L OTHIEARRE I CHE L7,

6. BIMERB X UBRERAMEELH)

ARG B L 0K SHEABEHTIE, BIFFAREHR
DEEYBEL, BERAISELNLERIEE LS
A, TOER, BE, FB%EHICEFH L OREEE
PHLBEIHAS 2SR Y |, [£58EHY ],
[BfEdshd L], [FEFEE2VS LV, [BE#F
ZLIOSERICHE L, BEREMEEELS(E
10) 3 5Bt B L VB ERTHROREMOLEH *
FITAH L ORFEIMRZHLEHSBIER & H L < 58
FEICHIE Lz THS2ICEERD Y |, [E58EHY |,
[FfRdH LD L] EHESh LD 2EERB
L OEBRBREMELE LT Ro 72

7. HWREEEOHIE

ST RAEBIH & 538 L7 M 3 B AR OHUR I
ORET I, MFRMEEE AR LE R EES RN EE I
B (MIC) I EREHE 32 I FEV 10°CFU/ mIdERE, # L
THAMRE B L O—HROMITFA M E I FF AR E
B/NEEE BHIE iR BE (MIC) e AR HE 11012 BE V1 10°CFU/
mEEREIC & B ERFRAERBITER L 2o MICIE
OFLX, ciprofloxacin (CPFX), ampicillin (ABPC),
cefaclor (CCL) b &b¥THMIE L, B, MICIZE
HRABRREE Y V¥ —FEBIcB VW T—#FHlE L,

I. & B B &,

1. JEBIOHR

R GIERIEUX29261T, B4 - & & 725 72256
TRV 26THIAERR AR ES REBI TH 5 720 B
SHEBIOMNFUS, 1 RIVEE 6B (YT Btk 5561,
# T FELH]), OFLX % BRI I TG L /25EHI 240
B LUCCLE I T THRS LAREAHDER 1B 0E
IBITH 720 BHEFIDOPNFUL, 2 1L0FFEEIRAE
Blafl (BB, ~—a v 7 2260, 105 1
Bl), 3HBRMIRS 1161, %588 oBRERHTEO
TONBRHETE LD > 2 1BDE16BITH -7
YER I SHEGIBUL, BIRSEE L Y 2k
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o LAB B LU A BRI S CRIER OZED
SN n o713 % B 2756 Th - 720 BERBRAE
BALHE SEMA Y, LG HSEER4AP, 3HM
K5 1580 B L CBRRBRARER 186 % Bk < 255
BITH - 7:(Fig. 1), %8B, ERMIGEERMBTH-TDH
KEAT40kgh LT o 7-EFNL M % & L7z,
FRIR R R EX RIEB O BEE 5 % Table 138 L U2
IR L7z, E#IE, % A0 2560 T
FEBI(86%)TH 1), BUAITI5261 & L EHINIZH 5 720
1AFEREINCA D E, 300mgs34%5 752136 Tok
D80% % 5 ¥, 600mgsr3, 400mg42, B LV
200mg5 24 513 F L Eh2260(8%), 28%1(10%)H

L4BI(1%) T - 70 H5HHIE, 25061(94%)
H3~10HEDIKETH - 72,

BABGINEIE, EIEE LR RE L1166, FLRKLS
B, RCPIEPARRE 236, gk n), (REH)Z
KRG (FAMRI37HI, 4MF4061, ZfE2261), B
TR - JHER6HI, Z O1th6BI [methicillin-resistant
Staphylococcus aureus (MRSA) B %161, ZtEmER]
B, FRER2BI, 2MRARLE, BEEREIHITSH
D, NZHOEEEIIPEELT 2615 TE2AED
98% % T, WEMN S OGHREEMESNIZ2116)TE
KD79% T o120
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Clinical efficacy

Total number of patients
enrolled

- Shortage in duration of medication (less than 3 days)

292 - Operative removal of atheroma during treatment period

Reasons for exclusion and drop-out from evaluation

{Exclusion) 9 patients

- Prophylactic administration 5 patients
- Candidiasis 1 patient
- Pretreatment with OFLX 2 patients
- Unclear clinical efficacy by pretreatment with CCL 1 patient

{Drop-out> 16 patients

- Concomitant medication with agents prohibited in protocol 4 patients

11 patients
| patient

Side effects
275

150

Abnormal alterations
—1 of laboratory findings

Utility
269

Fig. 1. Number of patients evaluated.
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Table 1. Background of patients evaluated for clinical efficacy
Skin and soft L . Cholecystitis
Item tissue Mastitis Periproctal Infecu.o us Secon.dary and Others Total
e abscess decubitus infections .
infections cholangitis
male 74 1 16 0 55 2 4 152
Sex femal 5] 14 7 2 44 4 2 115
~19 6 1 2 0 6 0 0 15
20~29 24 4 6 0 19 0 0 53
30~39 26 5 6 0 11 0 0 48
Age (yr) 40 ~ 49 26 4 6 1 13 1 1 52
50~59 18 1 1 0 20 2 4 46
60 ~ 69 10 0 0 1 18 0 1 30
70~ 79 5 0 2 0 6 2 0 15
80 ~ | 0 0 0 6 1 0 8
30~39 1 0 0 0 3 0 0 4
40 ~ 49 10 4 1 1 20 3 0 39
Body weight | 50 ~ 59 34 5 5 1 41 3 3 92
(kg) 60 ~ 69 35 1 5 0 22 0 3 66
70~79 5 2 1 0 6 0 0 14
unknown 31 3 11 0 7 0 0 52
Table 2. Background of patients evaluated for clinical efficacy
Skin and soft . . Cholecystitis
Item tissue Mastitis Periproctal Infecn.ous Seconfiary and Others | Total
C abscess decubitus | infections i
infections cholangitis
mild 61 3 11 1 47 2 0 125
Severity moderate 54 12 8 1 51 4 6 136
severe 1 0 4 0 1 0 0 6
Underlying disease no 103 13 21 1 68 2 3 211
& complication yes 13 2 2 1 31 4 3 56
Pretreatment with no 106 11 21 2 65 4 4 213
am.b.m.c: yes 10 2 2 0 g 2 2 52
folot unknown 0 2 0 0 0 0 0 2
Concomitant no 111 15 20 2 96 4 5 253
medication yes 5 0 3 0 3 2 1 14
~2 1 0 0 0 0 0 0 1
3~ 5 48 2 7 0 34 3 3 97
Duration of 6~ 7 45 1 7 0 31 3 2 95
treatment (days) 8§~10 14 4 1 2 30 0 | 58
11~14 8 2 2 0 2 0 0 14
15~ 0 0 0 0 2 0 0 2
200mg b.i.d. 3 0 0 0 1 0 0 4
Daily dose 300mg t.i.d. 98 11 17 0 76 5 6 213
y 400mg b.i.d. 10 2 0 2 14 0 0 2
600mg t.i.d. 5 2 6 0 8 1 0 22
Total 116 15 23 2 99 6 6 267
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2. BEPRAE

BB EERE AR % Table 312R L7z, EAEMILEY
AELL16BIhES296, H#69BI, RRAER1461,
WRABI[[ER L HEME2EbE L REEHE)
84.5%], FLMRZ15BIFRERNABI, AHRh6H, LA
A, ERLBI(ERE66.7% ), LM PR 2360 F
MBI, AHR14F), R HEMIBI(HFRHI5.7%),

TREEGLOIBIRERNLTHI, HISTHI, RRA 1B,

ER6HI (AT T4.7%), RBFES - IREREBIHED3
Bl, BHah2pl, LLHEMIB(HxHES3.3%), Btk
EBE2BIR R LE LB, EILH, ZofhsEes
2, A336, EMIFITH -7 2% TIE,
26761 ER63B, BMI51IE, LLARA06], EXD
1360 (A%1%80.1% ) Tdh - 726

1B 5 EERE L, 200mgs 24K 5451 E R
Pl E4BI(B%hE100% ), 300mgsr3ix 52138 A%
LA 17851 (H%)583.6% ), 400mgsr24%5-28%1H A
UL L1851 (H#64.3%), 600mgsr3#x5-2261H %
LA L1450 (F%1%63.6% ) Tdh - 7z(Table 4),

R YAE T EE R BRARAD 1, BE1256Fh AR L
10661 (%) %84.8%), HEIE136HIF AR LEL02
BI(EET5.0%), EE6HIHAHRLL L6kl (R

100%)Cdh o720 HIXGBIZBITHHEREL LD
Bl 5 BE A1, 300mgs 35 HN51%ITH L,
400mgZr 2% 5861 % B & 1600mg534% 5-#68 % T
HY, 400mgs2ix5H B L 0600mgsr 3% GRS
WEIANIZ 3 o 72 (Table 4),

5B B BE R DS % Table 518 L7z, RELDHE
DS N 21161 0 9 b BB RS 13450, HEBR
ERTTHITH - 720 BIMBEEFDONRIZS. aureus 55
%, coagulase-negative staphylococci (CNS) 396l % &
87T LB E G995, Escherichia coli 9B % &t
75 WY KL 216, Peptostreptococcus magnus 415,
Propionibacterium granulosum 3 5, Peptostreptococcus
asaccharolyticus 261 % & LA E BRI 145 TH - 72,
BREBRETIE S 7 2B RIREGEELH, 75 A
Pt & 7o AEMHIBARYG208], 7T AGMHE
EHRAERIR A G236, ZOM1BIOMEETH
272

75 L MR T O BRRR R R 13 F 7 2361,
HR60BI, *RAR13BI, MAYIBI(AR)F83.8%),
75 LR B LG I ER T, A6, %
LA RIBI(F5h585.7% ), BEENER HIELE T3
Zhaml, HHB, LLAMIBI(EMFEI2.9%)TH

Table 3. Clinical response classified by diagnosis

. . No. of Efficacy Efficacy rate
Diagnosis .
patients | excellent | good fair poor (%)
infectious atheroma 58 12 37 9 84.5
subcutaneous abscess 24 6 13 3 2 79.2
Skin and soft | fejon 14 7 4 2 1 78.6
tissue
infections furuncle - carbuncle 13 11 100
others 7 4 85.7
sub-total 116 29 69 14 4 84.5
Mastitis 15 4 6 4 1 66.7
Periproctal abscess 23 14 1 95.7
Infectious decubitus 2 | 1 0.0
operative wound 37 5 18 10 4 62.2
Secondary wound 40 7 27 1 85.0
infections burn 22 5 12 4 1 71.3
sub-total 99 17 57 19 6 74.7
Cholecystitis - cholangitis 6 3 2 1 83.3
Others 6 2 3 83.3
Total 267 63 151 40 13 80.1
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o7z, BWEEBRLEGITIEEMNL7H, Hrha1pl, L%
Ha116I, ERHSBI(AMET5.3%)TH o7z, 55
RIS BEGI2 1151 C ORI R, E#516), Fxb
12161, A% 286), EHLIHI(FX)FE81.5%)T
i)oto

3. MHRFEMTHR

BEBMGRIRE L Y DS h-2116l0F T,
BB LR LB EFI21846IThH - 70 HEMEZ L
T EOHEEFK1548], W EE, FE206, W
ZREBITH Y, WHELF(ESHEEGIITT AHMH
LB L OTHEES D) 1386.4% (159/184
B THh, BHFE(HEEIBOLE)IX83.7%
(154/184f1) Td - 7:(Table 6),

5 BRI B E 328D ) H2TTHRTF DHENS
HE LB, BEEEIE, S aurens 88.2% (60/68
#E), CNS89.1%(49/55%k), Streptococcus spp. 88.9%
(16/18%k), Enterococcus spp. 73.7% (14/19%k), E.
coli 100% (18/ 18 ¥k), Klebsiella pnewmoniae 87.5%
(7/8%), Pseudomomas aeruginosa 40.0% (2/5%%),
Peptostreptococcus spp. 90.5% (19/ 21 ¥k), Bacteroides
spp. 83.3% (5/6%k) e & THh o100 75 LEEMUHEE L
T1387.3%(145/166%k), 7T AREHHI89.8% (53/
598k), MERME94.2% (49/524)TH b, &K T
89.2%(247/277¥) Td - 7z(Table 7),

INSGEE D) HMICH JIE LIS7- 2 HiEIsS.

aureus 67Kk, CNS 638k, Streptococcus spp. 208k, En-
terococcus spp. 228k, E. coli 234k, K. pneumoniae %,
P. aeruginosa 6Kk, Peptostreptococcus spp. 22 %k, Bac-
teroides spp. 6k TH H, T N 5T F 5 LVFX,

OFLX, CPFX, ABPC, CCL&ZH|DMICS#i% Table
812, £ L THIRIEM L ME LIG/- 25 BR 3008k
x4 BMICH A % Fig. 21/ L72o S. aureusiZxf$ 5
CPFX, CCL, ABPC?90% f/NE B 1L #EE (MICy,)
13100pg/mlLL ETH 5 72DIZH L, LVFXDMICyoid
125ug/mITdh - 720 5 RI5EE S NS, aureus DR
D H T iZmethicillin (DMPPC) 2333 2 MICAH™12.51g/
mlpl b % /R DMPPCiifE#k # MRSA & § % &, 18%k
MFEITNTEH, THHMRSAISH T BMICgid\ 1 3°
NOEH L 100pxg/mlbl L Th -7, ZhUAD
DMPPC & 5% S. aureus (MSSA) IZ%F 3 % MIC, 13,

LVFX 0.39#g/ml, OFLX 0.784g/ml, CPFX 0.78ug/
ml, ABPC 25pg/ml, CCL 12.54g/mlC& -7z, CNS
x4 B ZFEAIDOMICytd, OFLX 1.56xg/ml, CPFX
0.78 g/ ml, ABPC 12.5pg/ml, CCL 12.54¢/ml T
S5 72DIZH L, LVFXi30.78pg/mITdH 72 T 72
LVFX & Streptococcus spp., Enterococcus spp., E. coli,

K. pneumoniae, P. aeruginosa B X UF Peptostreptococcus
spp. 12 2F L TCPFX L (ZIZRIBEDOMICH A %R L,

Streptococcus spp. 0.78 ~3.13 g/ ml, Enterococcus spp.
0.20 ~3.13 g/ ml, E. coli B £ UK. pneumoniae 0.20

Table 4. Clinical response classified by daily dose and severity

Efficacy rate (%)
No. of | skin and soft . . . holecystitis
II SKIN and SO . cho Y
€ms patients|  issue mastitis periproctal mfecupus §econ(.jary and others otal
o abscess | decubitus | infections "
infections cholangitis

. 33 11 4/4

200mg b.i.d. 4 (100) (100)
. 82/98 911 | 1717 60/76 5/5 si6 | 178213

, 300mg tid | 213 1 @39y | 818) | (100 (789) | (100) | (833) | (83.6)
Daily dose 8/10 11 0R 9/14 18/28
400mg bid.| 28 | eh00 | (50.0) ©00) | (643) (64.3)

. 5/5 ) 4/8 0/1 1422

600mg tid-| 221 100y | 00) | ®33) (50.0) (63.6)
. 53/61 23 10/11 0/1 40/47 112 106/125

mild 125 1 (86.9) (90.9) 85.1) (84.8)
. 4454 | 812 0/ 33/51 4/4 566 | 102/136
Severit 1
everity | moderate B @815 | @67 | 100 (64.7) ®833) | (750)
vere o | 0 11 6/6
(100)




Levofloxacin D44 BHFISUR GdiE 1245 5 BRIK SE 1
VOL.40 S-3 277

Table 5. Clinical response classified by isolated bacteria

. No. of Efficacy Efficacy rate
Isolated bacteria . -
patients | excellent good fair poor (%)
gram positive aerobe
S. aureus 55 16 33 5 1 49/55 (89.1)
CNS* 39 7 23 7 2 30/39 (76.9)
E. faecalis 2 1 | 1/2
E. avium 1 1 1/1
Corynebacterium sp. 2 2 2/2
sub-total 99 23 60 13 3 83/99 (83.8)
gram negative bacteria
E. coli 9 3 5 1 8/9 (88.9)
C. freundii 1 1 1/1
K. pneumoniae 1 1 1/1
§ K. oxytoca 1 1 1/1
3 S. marcescens 2 2 22
€ | Proteus sp. 1 1 1/1
= P. mirabilis 2 1 1 12
@ P. aeruginosa 2 1 1 1/2
S | M. morganii 1 1 1/1
S A. d. xylosoxidans** 1 1 1/1
< sub-total 21 7 T 3 0 1821 (85.7)
anaerobe
Peptostreptococcus sp. | 1 1/1
P. magnus 4 3 | 4/4
P. asaccharolyticus 2 1 1 1/2
P. granulosum 3 1 2 3/3
C. perfringens 1 1 1/1
S. morbillorum 1 | 1/1
anaerobic GPC*** 2 2 2/2
sub-total 14 9 | 0 13/14 (92.9)
GPC 15 2 9 1 11/15 (73.3)
GNR #s#sk 2 2 2/2
E : GPC+GNR 20 5 13 2 18/20 (90.0)
g S | anaerobe 4 1 1 2 2/4
‘E 8| GPC+anaerobe 23 3 12 5 3 15/23 (65.2)
2§ | GNR+anaerobe 8 3 3 2 6/8 (75.0)
A~ GPC+GNR-+anaerobe 5 3 1 1 4/5
sub-total 77 17 41 11 8 58/77 (75.3)
Total 211 51 121 28 11 172/211 (81.5)

* CNS : coagulase-negative staphylococci, ** A.d. xylosoxidans : Alcaligenes denitrificans subsp. xylosoxidans,
**¥* GPC : gram positive cocci, **** GNR : gram negative rods
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Table 6. Bacteriological response classified by case

Bacteriological response

Isolated bacteria No. of - Bacteriological
patients |eradicated | PPN unchanged| replaced not cure rate (%)
eradicated evaluable
gram positive aerobe
S. aureus 55 48 0 5 0 2 48/53 (90.6)
CNS 39 30 0 3 0 6 30/33  (90.9)
E. faecalis 2 0 0 2 0 0 0/2
E. avium 1 1 0 0 0 0 1/1
Corynebacterium sp. 2 2 0 0 0 0 2/2
sub-total 99 81 0 10 0 8 81/91 (89.0)
gram negative aerobe
E. coli 9 7 0 0 1 1 8/8  (100)
C. freundii 1 0 0 1 0 0 0/1
K. pneumoniae 1 0 0 1 0 0 0/1
5 K. oxytoca 1 1 0 0 0 0 1/1
3 S. marcescens 2 1 0 1 0 0 12
€ | Proteus sp. 1 1 0 0 0 0 1/1
= P. mirabilis 2 2 0 0 0 0 2/2
S | P.aeruginosa 2 0 0 1 0 1 0/1
-2 M. morganii 1 1 0 0 0 0 1/1
§ | A d xylosoxidans I I 0 0 0 0 11
S sub-total 21 14 0 4 1 2 15/19 (78.9)
anaerobe
Peptostreptococcus sp. 1 1 0 0 0 0 1/1
P. magnus 4 4 0 0 0 0 4/4
P. asaccharolyticus 2 1 0 1 0 0 1/2
P. granulosum 3 3 0 0 0 0 3/3
C. perfringens | 1 0 0 0 0 1/1
S. morbillorum 1 1 0 0 0 0 1/1
anaerobic GPC 2 1 0 0 0 1 1/1
sub-total 14 12 0 1 0 1 12/13  (92.3)
GPC 15 10 1 2 0 2 10/13  (76.9)
GNR 2 1 0 0 1 0 2/2
-T_g | GPC+GNR 20 12 1 2 0 5 12/15 (80.0)
g .S | anaerobe 4 2 0 0 1 1 3/3
‘E & | GPC+anaerobe 23 13 3 | 1 5 14/18 (77.8)
%‘ £ | GNR+anaerobe 8 5 0 0 1 2 6/6 (100)
A~ GPC+GNR+anaerobe 5 4 0 0 0 1 4/4
sub-total 77 47 5 5 4 16 51/61 (83.6)
Total 211 154 5 20 5 27 159/184 (86.4)
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Table 7. Bacteriological response classified by isolated bacteria

Isolated bacteria

No. of patients

Bacteriological response

Eradication rate (%)

eradicated unchanged not evaluable
Gram positive aerobe
S. aureus 72 60 8 4 60/68 (88.2)
CNS 68 49 6 13 49/55  (89.1)
S. pyogenes 5 4 1 4/5
S. agalactiae 5 3 2 3/3
S. milleri 5 4 1 4/4
S. bovis 2 2 22
S. anginosus 1 1 -
S. equinus 2 1 1 0/1
a-Streptococcus 1 1 1/1
Y-Streptococcus 2 1 1 1/1
D-Streptococcus | 1 1/1
Streptococcus sp. 1 1 1/1
E. faecalis 17 10 5 2 10/15  (66.7)
E. faecium 1 | -
E. avium 3 2 1 212
E. durans 2 2 22
Micrococcus sp. 1 1 -
Corynebacterium sp. 5 5 5/5
Sub-total 194 145 21 28 145/166 (87.3)
Gram negative aerobe
E. coli 25 18 7 18/18  (100)
C. freundii 3 2 1 2/3
K. pneumoniae 9 7 1 1 7/8  (87.5)
K. oxvtoca 2 2 22
E. cloacae 4 3 1 3/3
S. marcescens 2 1 1 1/2
A. calcoaceticus 2 2 2/2
Proteus sp. 1 1 1/1
P. mirabilis 4 4 4/4
P. rettgeri 1 | 1/1
P. stuartii 1 1 1/1
P. aeruginosa 7 2 3 2 2/5
P. diminuta 1 1 1/1
M. morganii 3 3 3/3
A. hydrophila 1 1 1/1
A.d. xylosoxidans 1 1 1/1
P. multocida 1 1 1/1
GNF-GNR' 2 2 2/2
Sub-total 70 53 6 11 53/59 (89.8)
Anaerobe
Peptostreptococcus sp. 3 3 3/3
P. magnus 14 13 1 13/14  (92.9)
P. micros 1 1 1/1
P. asaccharolyticus 4 2 1 1 2/3
P. prevotii 3 3 3/3
S. constellatus 4 2 2 2/2
S. morbillorum 2 2 2/2
S. saccharolyticus 2 2 2/2
P. acnes 2 2 2/2
P. granulosum 4 4 4/4
Veillonella sp. 2 1 1 1/1
Bacteroides sp. 2 1 1 /1
B. fragilis 2 | 1 172
B. distasonis 1 1 1/1
B. capillosus 3 3 3/3
C. perfringens 1 1 /1
E. limosum 1 1 1/1
E. lentum 2 2 22
Anaerobic GPC 4 2 2 22
Anaerobic GPR"™ 5 2 3 2/2
Anaerobic GNC™ 1 1 1/1
Anaerobic GNR 1 1 -
Sub-total 64 49 3 12 49/52  (94.2)
Total 328 247 30 51 247/277 (89.2)

* GNF-GNR : glucose non-fermentative gram-negative rods, “GPR :gram positive rods, ~*GNC : gram negative cocci
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Table 8. Susceptibility of isolated bacteria
Isolated bacteria Antibiotics MIC (pg/ml)
(No. of strains) range 50% 80% 90%

LVFX 0.20~0.78 0.20 0.39 0.39
OFLX 0.39~0.78 0.39 0.78 0.78

MSSA (49) CPFX 0.20 ~3.13 0.39 0.78 0.78
ABPC <0.05~ 100 3.13 25 25
CCL 0.39 ~ 50 3.13 6.25 12.5
LVFX 0.20 ~>100 3.13 50 >100
OFLX 0.39 ~>100 6.25 100 >100

MRSA (18) CPFX 0.39 ~>100 6.25 100 >100
ABPC 12.5 ~>100 100 >100 >100
CCL 50 ~>100 >100 >100 >100
LVFX 0.10 ~ 50 0.20 0.39 0.78
OFLX 0.20 ~ 100 0.39 0.78 1.56

CNS (63) CPFX 0.10 ~ 100 0.39 0.39 0.78
ABPC £0.05~ 100 0.39 3.13 12.5
CCL 0.20 ~ 50 1.56 6.25 12.5
LVEX 0.78 ~3.13 1.56 1.56 3.13
OFLX 1.56 ~ 6.25 3.13 3.13 3.13

Streptococcus spp. (20) CPFX 0.78 ~3.13 1.56 1.56 3.13
ABPC <0.05~1.56 =0.05 0.20 0.39
CCL 0.10 ~6.25 0.39 1.56 3.13
LVFX 0.39~3.13 0.78 1.56 1.56
OFLX 0.78 ~ 6.25 1.56 3.13 3.13

Enterococcus spp. (22) CPFX 0.20 ~3.13 0.78 1.56 1.56
ABPC 0.39~3.13 1.56 3.13 3.13
CCL 0.39 ~>100 50 100 100
LVFX <0.05~0.10 £0.05 0.10 0.10
OFLX £0.05~0.20 0.10 0.20 0.20

E. coli (23) CPFX <0.05~0.10 £0.05 £0.05 £0.05
ABPC 3.13 ~>100 6.25 25 >100
CCL 0.78 ~>100 3.13 12.5 50
LVFX £0.05~0.10 0.10 0.10 0.10
OFLX 0.10~0.20 0.20 0.20 0.20

K. pneumoniae (9) CPFX <0.05~0.20 <0.05 0.10 0.20
ABPC 25 ~50 25 50 50
CCL 0.78 ~3.13 1.56 3.13 3.13
LVFX 0.39~6.25 0.78 3.13 6.25
OFLX 0.78 ~ 25 3.13 6.25 25

P. aeruginosa (6) CPFX 0.20 ~ 6.25 0.39 0.78 6.25
ABPC >100 >100 >100 >100
CCL >100 >100 >100 >100
LVFX 0.39~3.13 0.78 0.78 1.56
OFLX 0.78 ~3.13 1.56 1.56 3.13

Peptostreptococcus spp. (22) CPFX 0.39~3.13 0.78 1.56 1.56
ABPC £0.05~0.20 £0.05 £0.05 =0.05
CCL 0.10 ~ 100 0.78 1.56 1.56
LVFX 0.39~0.78 0.78 0.78 0.78
OFLX 0.78 ~ 1.56 1.56 1.56 1.56

Bacteroides spp. (6) CPFX 1.56 ~ 6.25 3.13 6.25 6.25
ABPC 0.10 ~>100 3.13 >100 >100
CCL 1.56 ~>100 >100 >100 >100
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1g/mlLLF, P. aeruginosa 0.20 ~6.25ug/ml, Peptos-
treptococcus spp. 0.39~3.13ug/ml T - 72, — K,
Bacteroides spp.dZxf L Tix, CPFXDMICAS1.56~6.25
pg/mlDERICHAH L TWADIH L, LVFXit#4
&38R 0.39~0.78 g/ mIDMICH i 2k U720 &5 B
BRI 3 A LVFX D MICqq 13 1.56 #g/ml T ),
OFLX$B & O'CPFX?M3.13ug/mlD1/2THh 776 T
HHLVFXIICPFX LM% LW LIdF U LD, /-
OFLXDH#2ME5 W HLREE 2 7R L 720

4. BER B X UBRIRIREERELH

BIVEFHIEX RAEBI27561 0 9 b AFIR 5 (2R
HEERONLREIERE, EHE - BEED) THILG,

WBARBEBI ORI, BYSEDER L0 E0E
AT IT R b o 72IEBID D o 7288, kb id4s
ICHEEZZ 5N DL DIZED SN A 5 72 (Table
10),

5. A

FRR(BOTHERIETAR IORHR )L, EIEHAL
IRPE# H84.56% (98/11681), FLER%86.7% (13/15
Bl), HLPIREIBRIRHE595.7% (22/23%1), (FAEMH) =K
1&575.2% (76/10161) [ FH#7A160.5% (23/38%1), 4}
1%85.4% (35/41%1), #41581.8% (18/22%1)]1% & T

Table 9. Side effects

WAELB), BEE - TR, X6, A1, No. of patients evaluated 275
AR L Bl OFH6 B (RBLH2.2% ) IR0 & L7z 45, No. of patients with side effects 6
VIR BETBIEDIEIR TS - 72(Table 9)o Incidence of side effects (%) 2.2
AHl G & ORRERI DN L BRBREEREE , P
. . . diarrhea with chill and fever 1
BB 34RO SN, WThIBETH - soft feces :
720 X OWHRIFAMER IS (10,600—13.700/mm?, ltem | diarthea with abdominal pain 1
SEBEF12,500/mm*) 161, AFERERIES (0% —8% )16, “ | nausea 1
s-GOT E#(26—49U/1) + LDH L5 (569—+745U/1)1 stomach discomfort 1
B, s-GPTLE(21—43U/1)1fITH -7, SN E heavy feeling in the stomach 1
100
90
80+
L
€ 70
£
S 60
&
o 50
2
= 40
g 30
20
10
—
| 1 | | I | 1 L | | 1 | |
MIC (ug/ml)| €005 0.1 02 039 078 156 3.13 625 125 25 50 100 100< | MICs
LVFX 3 28 74 61 49 26 14 4 2 2 3 1 2 1.56
OFLX 1223 29 72 61 49 28 12 3 3 2 4 2 3.13
CPFX 45 10 42 76 57 35 12 10 3 1 1 5 3 3.13
ABPC 76 18 14 16 15 19 30 21 21 24 11 14 19 |100
CCL 1 10 25 26 30 43 50 25 14 9 20 18 27 |100

Fig. 2. In vitro antibacterial activities against all clinical isolates.
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HY, £KTIZ81.4%(219/26961) THo7zo 1HIE
H8IZA B & 300mgsr3T84.2% (181/215%1),
600mg5r3T72.7% (16/2261) TH H, 400mgs2T
1364.3% (18/28%1) & &\ M 12 & - 72 (Table 11),
m * %5

F )0y ZFOWEFTHAHOFLXIL, MREVHE
ARG MV EBRWHIRI I & 0 BRI S ARRGE (24 <
Fas I S T b9, ZOOFLXDS-(-)ETH 5
LVFXVid, 4 Bl ORERRER BT 5 R GE BRK
SEEE T L, # U CTOFLXDO#2fE5h Wit EE M %
AL, OFLXEEHEIC Y T 2HH, 77 ABRNMH,
EHITIERMNREICH LAY VRO Z LAY
RENT, TNODOBEIL, RFOREREKEV LIZ
Fa kMR E AV 7o vito UG ISR 3 5 3K
s b —F | Tz, 2 AHNIZCPFX &S 5
LR, 7w LIES. aureus R Bacteroides)B 7% & D& 5
WIS LT E DEWEEEEZR L, T4bD
LVFX i, B HEBIC BV TERICTHEINDS.

aureus, CNS, Streptococcus spp., Enterococcus spp. 7’

Table 10. Abnormal alterations of laboratory findings

&0y T LR, E. coli, P.aeruginosals DT T
LEEMEH, & 523 Peptostreptococcus spp., Bacteroides
spp. Z L OBEEME IS L WEREEEEA
FTHEEZLNT, THEDin vitreD KL KBEL,
BE R BB COWIHEFIXS. aureus 88.2%, CNS
89.1%, Streptococcus spp. 88.9%, E. coli 100%,
Peptostreptococcus spp. 90.5%, Bacteroides spp. 83.3%
REEE L, R E R S 27THRD D B 24Tk
(89.2% ) MSHE L7120

BePRA L, A LR, TLMERERE B &
UIBFEZ - IRE RIS T AR TN EN845%,
95.7%, 83.3% & BIFTH 745, FUREB LOKRKE
P RERIH T AR ENEN66.7% B LV
74.7% L RRIEETH - 720 REBZRBEONRHRE
Kb, FHAITKEY62.2%, SMEZKREG85.0%,
B T ORIEGRTT3% TH - 7o TNH DB,
OFLXDBRR AR & (ZIT—HK L Twi, £
HROBERHHL0.1% 13, FHEFK SN FEOAME,
+ 7 b & tosufloxacin'? 85.4 %, fleroxacin'®85.0%,
sparfloxacin'®78.3%, & I3IZA%ETHY, KF D
PR GAE (X9 A AR ASTRIE S Tz,

FREEIICASL L, FEFBENHIE LRV DDE

No. of patients evaluated 150 e
No. of patients with abnormalities 4 HEFIDHMHILL00% L i<, BHEPISASH, L
. i . Y e
P - BI75.0% T ), BHENE & OIS LA L b AR
Incidence of abnormalities (%) 27 it b AUl 0o 7o 1 BRI B AR S 7 )
leukocytosis 1 CHMEICARE LR T DL, 7T LB YR
tem | SOSMOPNH 4 ! H83.8%, 77 ARTERHIEAS5.7%, WATER
s-GPT T 1 Eé?ﬂ!@@%’éﬁ§929%, *Eﬂ{%’a}%ﬁ§753oay ﬁfﬁ‘f?ll
BIE81.5% DAL DOKERTH - 720 T 7 AHIHERD
Table 11. Utility
Utility rate (%)
. No. of |ski iti
Daily dose | o O |skin and soft _. | periproctal | infectious | secondary cholecystitis
patients| tissue mastitis . . . and others Total
. abscess | decubitus | infections ..
infection cholangitis
200mg b.i.d. 4 3 i 44
. 82/98 10/11 17/17 62/78 5/5 5/6 1817215
300mg tid.| 215 83.7) (90.9) (100) (79.5) (100) (83.3) (84.2)
. 8/10 12 0/2 9/14 18/28
400mg b.id.| 28 (80.0) (64.3) (64.3)
. 5/5 212 5/6 4/8 0/1 16/22
Total 269 98/116 13/15 22/23 0/2 74/101 5/6 5/6 219/269
(84.5) (86.7) (95.7) (75.2) (83.3) (83.3) (81.4)
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FEFNZH LT 75.0% L ERADEBELRT, &
o DEAE, OFLXD RS RERBHET & M TH -
726

5w OMFRIZOVWTIE, 1 H&ES#300mes3
BG021300 L £ £, FDAMNFIL83.6% & HIfFTh
S 72%% 1 H&5H400mgsr2 8 £ 0600mg/r3 TOA
MEDHI60% UP: f&‘)o o Z DHUIRERI A
0B L Ve o2 IR, FLIR KR Tk
E5 J;t,fa*l’l%%cc EDATRNEDS B IR R B D
HOLEEGWRKEDP S ENEREEZ SN, &
FEPETEIRE B U IR o TR GBI BRIR A e 2 2 B &
300mgs33, 400mgsr2B & °600mgs;3DH =L,
TNEN83.7%, 80.0%BLII00%ThY, &5
& OHBETEIZED SN D 5 12,

IR T #ME ORI THMBE L 2 5 T b
MRSAI, F & LTHRIEB % hL & L4 E ofE
TS. aureus 67HRHIZ188K(26.9%) 5 T T 7z,
MSSAIZ#} 4 A OFLX 8 & O'CPFXDOMICA3.13 g/ ml
UTIZHMLTWADIZH L, MRSAIZHT 525
Za%ﬁlJﬂ)MIL &, 2O B E DR A6.25 g/ mI L)

FAZ53 % L, 100pg/mlbl EOMICK KT HM4 DL % <
A%nto MRSA ) #5518 B H 166 A5 — K i T
o7, TN OSMRSARBIE I N T A4 50% B L O°
WIHEFIIZNENGRI% B L UNTT8% L Eih 512,
FEBVELAS D 70 S, MRSAIESSE IS0 LT AR O
WENEZ S,

RIPERE, F9R, WA, B 2 & DML RE
RO275B1H661(2.2% ) I2ALNT=DHRTH Y, K
FHEELEZ OGNS, TWTROBETHY, TH
B L WS D 3BT S Il- FRIE B G 5 — 8k
DHDTHY, F-WimEs DMK ER L’
N3IEBNIIRG 2 Mt LIS DRIED L DTH - 720 B
IR AR A Al S
UFREERIN %, s-GOT LY - LDH L5, s-GPT L%As4
LNZZH, WTNRLBELR LD ThH -7, T2 04M
WF 2O RTHONDLI LD LMEIERE L L 2
Dol TOWHK LD, OFLXS” & Jnl k12,
LVFXDZL VDD T & &SR S e,

Vb, SR EBIRASE 200 G & L 2B s % Sk
L7oHig, LVEXILOrBERR IS0 LS RN TE 2o L,
POEVEIRIE B L OEN L 2B, Ih
5 ORH & ) AFNEIVRHEIE G DB HIC AT T B
LEEZ LN,
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1) Atarashi S, Yokohama S, Yamazaki K, Sakano
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CLINICAL EVALUATION OF LEVOFLOXACIN, A NEW QUINOLONE, IN
PATIENTS WITH SURGICAL INFECTIONS
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A research group involving 12 key institutions and affiliated institutions clinically evaluated the
effectiveness of levofloxacin (LVFX, DR-3355), a newly-developed quinolone, against surgical infec-
tions.

LVFX was orally administered to 292 patients, most receiving 300 mg daily for 3 to 10 days. The
clinical efficacy was examined in 267 evaluable patients, 116 with skin and soft tissue infections, 15
with mastitis, 23 with periproctal abscess cases, 99 with wound infections, six with biliary tract
infections and eight others. The remaining 25 patients dropped out or were excluded. LVFX was
effective (good or excellent) in 80.1% of the 267 cases: in 84.5% of skin and soft tissue infection cases,
66.7% of mastitis cases, 95.7% of periproctal abscess cases, 74.7% of wound infection cases, and 83.3%
of biliary tract infection cases. Cure or improvement was achieved in 81.5% of 211 cases whose
pathogens were identified. Bacterial eradication was achieved in 86.4% of 184 evaluable patients.
Regarding the bacterial responses against pathogens, 89.2% of a total of 277 strains were eradicated;
88.2% of 68 strains of Staphylococcus aureus; 89.1% of 55 strains of coagulase-negative staphylococci,
88.9% 18 strains of Streptococcus spp., 73.7% of 19 strains of Enterococcus spp., all 18 strains of
Escherichia coli, 40.0% of 5 strains of Pseudomonas aeruginosa, 90.5% of 21 strains of Peptostreptococcus
spp., and 83.3% of 6 strains of Bacteroides spp.. LVFX showed a broad antibacterial spectrum including
anaerobic organisms, having generally greater potency than ciprofloxacin and almost twice that of
ofloxacin. The safety was evaluated in 275 cases. Side effects, which were mild and transitory, were
mostly gastrointestinal symptoms such as diarrhea. Five abnormal laboratory test findings were seen in
four cases: slight increases in LDH, s-GOT and s-GPT, mild eosinophilia and leukocytosis.

These results suggest that LVFX is effective against surgical infections and possesses a high degree of
safety.



