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THHTRIXT6.7% TdH -7,

MEFEWFRIZONWTAL EBREFI, PHETIZ802%(85/106), NH % T

84.6%(22/27)Tdh -7z,

HIVERIZ198BIH661(3.0% )R S5 N75, IR HLEHERTEEZ L D% h
o1z F7o, BRRRAEMRE W, RMEKBGED - GPT LS, HMLERERA B L0 38k
BABEIFNIBD ONZH, WTFN OB SO THHICHE L SNBE b DI %D -7,

D EDB#, S, LVFXBHERBLUNTERIHL, FRHLZEAMTHL LEZ R LN,
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1. HREHES]

BB 5 IEB 32018 ONER % Table 1128 L7z, {H
BRIC & AR TRAESNE, BRAL3F, Bk
18F1 % B\ 7218081 TH - 720 HITEROHIE R, W
HU S HBE LD o 723610 ) HLEFICTRER O
EOMER LIS/2160% R 26, B X UEMERDLIF
R Z198BIIC DWW TAT » 7o A F M TR B E )
WEHB PRI & 2 BRI E S R AEGNZHIERIC L D
ik LGB 2 Mz 7218161 Th - 72,

BRI P E R BER 180 D EHE NN T %
Table 21Z/R L7245, MOV T AL L, BYEA96
B1(53.3% ), WHA8ABI(46.7% )& R BN E L,
ERIT16~ 92X CTHER 12486 TH 720 1HIE
523, dEHETIE, 1H300mg(53)0 b %<,
SMHAET88.6%, AMHEEIETIISA3% % ED7, 4
B4 Tid, BMAETIH200mg(432)3B L U7300mg (4
3)ANTTEBTH D, AR TIEETH300mg
(53)Th o7z Tz, HSHIMIEWEE L I26~7
H2%e b % &£RD58.9% % 72,

FHB L OWHBES W L 0 s s aRbkE E

Table 1. No. of patients studied

Total patients 201

Excluded
Infection due to fungi
Violation of age

—_ N W

—

WK B~ ON W e

Dropped-out
No visit after initial consultation
Violation of concomitant drug
Less than 3days treatment
No visit up to the 11th day after initial consultation

Evaluated for clinical efficacy by doctors in charge 180

Acute otitis media 35
Acute exacerbation of chronic otitis media 115
Acute external otitis 26
Acute exacerbation of external otitis 4
Evaluated for clinical efficacy by the committee 135
Acute otitis media 33
Acute exacerbation of chronic otitis media 102
Evaluated for side effect 198
Evaluated for utility 181
Acute otitis media 35
Acute exacerbation of chronic otitis media 115
Acute external otitis 27
Acute exacerbation of external otitis 4

BIWAELZ DWW T OMICH i & Table 3178, &3,
S. aureus # DMPPCOMICIZ & » T3.13 g/ mlLLAF %
methicillin- susceptible S. aureus (MSSA) & L, 6.25
g/ mlLL b % methicillin-resistant S. aureus(MRSA ) &
720 MSSA, coagulase-negative staphylococci(CNS)
BXUMRSAD 5 W iZ o A G ENEN
33.0%(65/197), 18.3%(36/197)8 £ 1'6.6% (13/
197)Td » 720 LVFXDMICyytd 425 B H T 1 1.56
ng/ml, MSSATI30.39/.g/ml, CNSTIZ1.56ug/ml,
MRSATI36.251g/mlTH Y, WTFNHOFLXD1/2D
fliTH 70

2. EERRH

PH AT ARSI X AR E R, A
FE3SHY, APEEHESE115BI D 1506 oW T rb iz,
SYHETIRENI5H1(42.9%), AR1761(48.6%),
S Pk B T E, HA3761(32.2%), A xh42 5l
(365%)Th b, FExhEHht b MRANT
HRFE)VEFNFNILA% B L 1687% Th » 7=
(Table 4), L LR IHEGwBlicAb e, Atk
$ET12200mg(432), 300mg(433)WFNb90% Ll L
DEFNHEAIIRE NS, AEHEREOfG R
H 200mgs)24¢45-T50.0% (4/8), 1H300mgs534% "5
T69.1%(67/97), 1H¥'55400mghh - Ti380.0%
(8/10)Td - 72(Table 5), FIEEHARHETSH, &
PAE T EAE R R 7 < 88.5~100% D\ AR
AR ENT-AS, SPEREHECIE, #ETI93.8%(15/
16), HEJER L OHEEHEH TIZ64.6%(64/99) & 7
D, EIEREIC L D HT OIS SNz (Table 6),

B, EkDH RO HHREO T EHERILEG
BicBWT L CHWH N A IR, BRR
WIRHE FAT o 7oA %, k326, kR E 8%
DFEFI30BIAIEREIC AL, ARHFITEMAETI38%
(30/32), ZaPhBH4E T56.1%(55/98) Tdh - 7=
(Table 7)o

RAZHVE RAK§ B EIR D S8 o & SR AE 26 691,
PR EEIE A O 30611 D W T b, SYEETI,
Z5)861(30.8%), Hah1161(423%) THBH L
73.1%, FAMEBESECEFEM2H, b2 THRE
100% Td - 7z (Table 4), 1 H&G-=RARIEIL, &
149 T1H200mg(432)A576.9% (10/13), 1H300mg
(533)%%66.7%(8/12)Tdh v, ZAVEHEEE T34l L
b1 H300mg(453) CHFIZ100% Td - 7z (Table
5)o HEIEERIA RN, AME TIXEETL00%(5/
5), HELETT70.0%(14/20), F/EIED1HITERD
Td »7:(Table 6), ZAPEBIEAE T, BP0
L DDOESEE IR CAHMFIZLI00%TH 72,
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Table 2. Background characteristics
Otitis media External otitis
Item exacerbation exacerbation Total
acute . acute .
of chronic of chronic
No. of patients 35 115 26 4 180
male 16 62 18 0 96
Sex
female 19 53 8 4 84
~19 4 3 1 0 8
20 ~29 8 4 5 0 17
30~ 39 7 13 6 1 27
Age ( 40 ~ 49 6 34 4 0 44
ge (yr) 50 ~ 59 4 28 4 0 36
60 ~ 69 4 22 2 1 29
70 ~ 79 2 7 3 1 13
80 ~ 0 4 1 1 6
30~ 39 1 0 0 1 2
40 ~ 49 1 7 1 0 9
Body weight 50 ~ 59 8 23 6 0 37
(kg) 60 ~ 69 5 17 9 0 31
70 ~ 79 1 8 1 0 10
unknown 19 60 9 3 91
mild 3 16 5 2 26
Severity moderate 26 93 20 1 140
severe 6 6 1 1 14
Underlying disease - 32 108 20 3 163
and/or + 3 7 6 1 17
complication
Chemotherapy e 35 105 21 4 165
before + 0 4 3 0 7
treatment unknown 0 6 2 0 8
100 x 2 4 8 13 0 25
Daily dos 100x 3 31 97 12 4 144
. yx tim‘;s) 200 x 2 0 5 1 0 6
J 200 x 3 0 4 0 0 4
changed 0 1 0 0 1
Treatment ~3 4 8 3 2 17
duraﬁ";fl“ 4~5 5 14 4 0 23
(days) 6~7 19 71 14 2 106
ys 8~ 7 22 5 0 34
Concomitant - 33 109 24 4 170
drug + 2 6 2 0 10
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Table 3. MIC of levofloxacin and ofloxacin against clinical isolates before treatment
No. of MIC (pg/ml)
Isolate . Drug
strains range MICso MICo mode
Levofloxacin 0.2 ~1.56 0.2 0.39 0.2
a)
MSSA 65 Ofloxacin 0.2~3.13 0.39 0.78 0.39
Levofloxacin 0.2~25 0.39 6.25 0.2
b)
MRSA 13 Ofloxacin 0.39 ~50 0.78 12.5 0.39
Levofloxacin 0.1 ~6.25 0.2 1.56 0.2
c)
CNS 36 Ofloxacin 0.2~125 0.39 3.13 0.39
Total 197 Levofloxacin <0.05 ~ 25 0.2 1.56 0.2
o Ofloxacin <0.05 ~ 50 0.39 3.13 0.39
# MSSA : methicillin-susceptible S. aureus
PYMRSA : methicillin-resistant S. aureus
© CNS : coagulase-negative staphylococci
Table 4. Clinical efficacy in otitis media and external otitis
) . No. of Clinical efficacy Efficacy rate (%)
Diagnosis .
patients  excellent good  fair poor excellent excellent + good
acute 35 15 17 2 1 429 91.4
Otitis  exacerbation 5 37 2 12 322 68.7
media of chronic
sub-total 150 52 59 26 13 34.7 74.0
acute 26 8 11 4 3 30.8 73.1
E)f‘fgrnal exacerba'llon 4 2 2 50.0 100
otitis of chronic
sub-total 30 10 13 4 3 333 76.7
Total 180 62 72 30 16 344 74.4
Table 5. Clinical efficacy related to the daily dose
Daily Otitis media External otitis
dose exacerbation b-total exacerbation btotal Total
(mgxtimes) acute of chronic  Sub-tota acute of chronic  Sub-tota
100 x 2 4/4 4/8 8/12 10/13 10/13 18/25
(100) (50.0) (66.7) (76.9) (76.9) (72.0)
100 x 3 28/31 67/97 95/128 8/12 4/4 12/16 107/144
(90.3) (69.1) (74.2) (66.7) (100) (75.0) (74.3)
4/5 4/5 1/1 1/1 5/6
2002 (80.0) (80.0) (100) (100) (83.3)
3/4 3/4 3/4
2003 (75.0) (75.0) (75.0)
1/1 1/1 1/1
Changed (100) (100) (100)
Total 32/35 79/115 111/150 19/26 4/4 23/30 134/180
91.4) (68.7) (74.0) (73.1) (100) (76.7) (74.4)

No. of patients of ‘excellent’ and ‘good’/no. of patients evaluated (efficacy rate (%))
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3. MU IRh S

FH RIS A HIH 005D H (X Table 81278 & B
0, HMRRGE], BEBHEGEE S b 2K TOR
Hi#1380.2% (85/106) Td - 72, HBNH K GLAH 12D
WTHDE, MSSAH88.2% (30/34), CNS#A68.8%
(11/16), ZOho 77 L PEE TIZ100%(15/15)
Tholzo T, 77 LBEVER TldPseudomonas aeru-
ginosa 5T BB T85.7% (6/7) Td - 72, WEIFI T,
SVHEIC BV THME, #BREEEREhoBREA
F1394.4% (17/18), 100% (4/4), DMWEEIZS
W, 81.5%(53/65), 57.9%(11/19)TdH 72,

WA &S BER MR DOMIC & E D4R % Table 9
R L7225, MICR il L7z EniEko ) b
MICgo?1.56 g/ mILL T D BAR D 5% 1384.6 % (99/
117), 2512, MICO.78.g/mlLL T D109¥kH 948k £
THAHI Lo ThERBMGNIAL L, AHETIE
MICDHIE 2547 b 72258k (MSSA 9%k, CNS 6#k%)
DA, MIC 0.78 g/ mlEL T D HHI1295.2% (20/21),
SMEREE 1028k (MSSA 33%k, CNS 168k, P. aerugi-
nosa 158K ) Tl1386.4%(78/88)Tdh - 72,

=707, HHRTIE, HMPERLS, SR ERGs %
HbE SR TOREEIE4.6%(22/27)ThH b, I

Table 6. Clinical efficacy in otitis media and external otitis related to the severity

Di ) S ) No. of Clinical efficacy Effi %)
iagnosis everit . icacy rate
& y patients  excellent good  fair poor Y 0
mild 3 2 1 100
acute moderate 26 8 15 2 1 88.5
severe 6 5 1 100
Otiti exacerbation mild 16 2 6 ! 938
! d‘.s oo o moderate 93 27 33 2 11 64.5
media 0 severe 6 1 3 1 1 66.7
mild 19 11 7 1 94.7
sub-total moderate 119 35 48 24 12 69.7
severe 12 6 4 1 1 83.3
mild 5 4 1 100
acute moderate 20 4 10 4 2 70.0
severe 1 1 0.0
exacerbation mild 2 2 100
External #5892 9" moderate I i 100
outis of chromc severe 1 1 100
mild 7 6 1 100
sub-total moderate 21 4 11 4 2 714
severe 2 1 1 50.0
mild 26 17 8 1 96.2
Total moderate 140 39 59 28 14 70.0
severe 14 6 5 1 2 78.6
Table 7. Clinical efficacy in otitis media by the committee
Type of No. of Clinical efficacy Efficacy rate (%)
disease patients excellent  good fair poor excellent excellent + good
Acute 32 20 10 2 62.5 93.8
Exacerbation 98 34 21 32 11 347 56.1
of chronic
Total 130 54 31 34 11 41.5 65.4
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Table 8. Bacteriological efficacy in otitis media
No. of Bacteriological response Elimination
Isolate N i Unknown te?)
patients  efimingeq PN unchanged replaced -
eliminated (%)
Monomicrobial infection
MSSA® 43 29 - 4 1 9 88.2
MRSA9Y 10 9 - 1 100
CNS9 - 23 11 - 5 7 68.8
GPBY Staphylococcus spp. 1 1 - 100
S. pyogenes 1 1 - 100
S. pneumoniae 2 1 - 1 100
Streptococcus spp. 1 - 1 100
Corynebacterium sp. 1 1 - 100
sub-total 82 53 - 9 3 17 86.2
H. influenzae 1 1 - 100
C. freundii 1 - 1 100
K. pneumoniae 1 1 - 100
subsp. ozaenae
E. cloacae 1 1 - 100
GNB"  S. marcescens 3 3 - 100
P. mirabilis 1 1 - 100
A. calcoaceticus 1 - 1 -
P. aeruginosa 11 6 - 1 4 85.7
A. d. xylosoxidans 3 - 3 0.0
GNF-GNR® 1 - 1 -
sub-total 24 13 - 4 | 6 71.8
Anaerobe P. granulosum 1 - 1 -
sub-total 1 - 1 -
Polymicrobial infection
MSSA+P. aeruginosa 1 1 0.0
MRSA+P. aeruginosa 4 3 1 100
CNS+P. aeruginosa \ 1
MRSA+other 6 4 1 1 80.0
P. aeruginosa+others 6 2 4 333
CNS+others 7 5 1 1 83.3
others 4 1 1 2 50.0
sub-total 29 14 7 1 1 6 65.2
Total 136 80 7 14 5 30 80.2

¥ Elimination rate (%) = eliminated+replaced / (no. of patients — unknown) x 100

Y GPB
9 MSSA :
9MRSA :
® CNS
5 GNB

: Gram-positive bacteria

methicillin-susceptible S. aureus
methicillin-resistant S. aureus

: coagulase-negative staphylococci
: Gram-negative bacteria

& GNF-GNR : glucose-non-fermentative Gram-negative rods
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Table 9. Relation between MIC and bacteriological efficacy of isolates in otitis media
l MIC of levofloxacin (ug/ml) [10° CFU/ml] Not Eradication
solate
<005 0.1 02 039 078 156 313 625 125 25 done rate (%)
MSSA 2831 79 11 11 37/42 88.1
MRSA? 66 11 23 1/1 10/11 90.9
CNSY 4/6 710 4/4 1 mn 17122 713
Staphylococcus spp. 1/1 1/1 100
GPB?  S. pyogenes 1/1 1/1 100
S. pneumoniae 1 100
Streptococcus spp. 3333 100
E. faecalis 0111 12 50.0
Corynebacterium sp. 22 4/4 100
sub-total 416 41/47 13/16 56 5/5 11 v SIS 1587 86.2
C. freundii 11 11 100
C. diversus 1/1 1/1 100
K. pneumoniae 212 212 100
subsp. pneumoniae
K. pneumoniae 11 11 100
subsp. ozaenae
E. cloacae 111 111 100
E. aerogenes 22 1/1 33 100
S. marcescens 1/1 1/1 1/1 /133 100
o P. aeruginosa 01 22 78 13 02 1117 64.7
GNB b pusida 0/l o 0.0
P. mirabilis 4/4 111 4/4 100
P. rettgeri 0 100
P. alcalifaciens 1/1 1/1 100
P. stuartii 1/1 11 100
M. morganii /1 11 1/1 100
H. influenzae 1/1 100
A. d. xylosoxidans 12 23 01 3/6 50.0
A. calcoaceticus 01 01 0.0
sub-total i 34 23 33 911 13 36 01 01 313 35/46 76.1
P. prevotii 1/1 1/1 100
il Y i im0
sub-total 212 212 100
Total 1/11 7710 43/50 16/19 16/19 6/8 47 01 01 11 88 112/135 830
“GPB  : Gram-positive bacteria

b MSSA : methicillin-susceptible S. aureus
9 MRSA : methicillin-resistant S. aureus

9 CNS
9'GNB

: coagulase-negative staphylococci
: Gram-negative bacteria
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MEEEH OIS 7T LEMEEON LT IL875%
(14/16), 77 LBEMHR T100% (4/4)Tdh - 7=
(Table 10),, 7, MICZWE LB/ L5 8HO
MICI36.25/¢/mILAFTH 1), MICyo?D3.13 g/ mIELF
DHKH1387.1%(27/31)Td - 7-(Table 11),

4. ®IWER

AIE R H S E B 19861 6451 (3.0 % ) 12 844 o sl 4
BB SN0, VIR IHLEHERTH - 72 (Table
12)o & DFEEILSBIAT % kit LBREE & HIlr S
LB G-HIIC & ) S LRI S hzAs, wth
DEELRLDOTI L7,

5. BRARMAMERE L

PRIR M A S W A B IR M ER %A - GPT H5, 1
MERBGREA, ) v 2Bk A736112 388 & 72 (Table
13),

6. R

HH RIS HINEIC L B AN EE, 2t
3561, BPERESELISBID1506IZ >\ Tirbhs:,
SHE TR THMEI565 (429%), 4176
(486%), At B AE T1E, WMo THMHITH
(32.2%), HM4261(365%)THhh, MOTHAL
HREHDLETHARUTHEE)NIFNEFN14%
B LU68.7% Tdy - 7-(Table 14),

=7, SVH RIIH T B AT YRR E S Atk s 27,
SHBESEAF OB OV TIThI, AMETIE
WO THHSHN(29.6%), AH1161(40.7%), bk
HHE T, MO THHIB(75.0%), #H H 15
(250%)THY, HHERIFNZFNT04% B L
100%CTH -7,

Table 10. Bacteriological efficacy in external otits

No. of Bacteriological response Elimination
Isolate : iall Unknown — pype)
patients  qjiminated P2rtally
eliminate climinated unchanged replaced (%)
Monomicrobial infection
MSSA9 8 6 - 1 1 87.5
GPB”  MRSAY 2 1 - 1 50.0
CNSY 6 6 - 100
sub-total 16 13 - 2 1 87.5
K. oxytoca 1 1 - 100
5 P. alcalifaciens 1 1 - 100
GNB A. radiobacter 1 1 - 100
P. aeruginosa 1 1 - 100
sub-total 4 4 - 100
P. prevotii 1 - 1
Anaerobes Peptostreptococcus sp. 1 - 1 100
sub-total 2 - 1 1 100
Polymicrobial-infection
MRSA+P. aeruginosa 2 1 1 50.0
MRSA+other 2 1 1 50.0
others 1 1 100
sub-total 5 3 1 1 60.0
Total 27 20 1 3 2 1 84.6

3 Elimination rate (%) = eliminated+replaced / (no. of patients — unknown) x 100

®GPB  : Gram-positive bacteria

9YMSSA : methicillin-susceptible S. aureus
9 MRSA : methicillin-resistant S. aureus
©CNS  : coagulase-negative staphylococci
DYGNB  : Gram-negative bacteria
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m * %=
LVFXiZ 9+ IR TH ) OFLXD—J5 DK 5k
K AR TOFLX D265 DI I E & /R 2 & AVl &
NTwa ", AELVEXE S GRS HH B L 04t
HE 5w & ) o S - ld 1978123897 ALVFX
L OFLXDOMICHIE %47 - 72454 TH, /o HEHE O
Ao 72MSSA.CNSH & USMRSA & A LVFXDMICy,
2 FNZFN0.39ug/ml, 1.56pg/ml, 6.25/1g/mlTH 1,
EHEEHIIH L TH1.560g/mxRL, Wiy
OFLX & W 1T Al Z IR Lz, M ok EhiE
PBROTEULTWA VI L2 EETLE, hHE
BLUOWH RIZH T HLVFXDOHF Y- 12OFLX D -5
THHTHH I ENHEM SN,
SR ORBETH SN HHRIZ, dHEOEE, &
PEAECTO1.4%, ZVEHHEIETIX68.7% Th » 72745,

o720 [RMANC BT A HE Al L OarnE
JEWZH T AR FIEZNER, CPFXTIZ789% 8 &
'64.8%"", lomefloxacinTi372.0% 8 £ 158.9%'*,
sparfloxacinTl383.3% 8 L M67.6% "' Th 1, LVFX
BERERORTH§ NGRS CE L 2
EATRBE ST,

H— IR 1 X B BRI S H S IE R 1305 2
PEIE DH R HA93.8% (30/32), AVEMIESEAS6.1%
(55/98) & 72 1), Aatbdie TIXAHMSBEHE & (21T TR FERE
DOEMFEATRENZ S OO, BVERERE Cld 4 K H)
EENI26%BIT LR En o7, 22T, H—H&
HEYPERBESNZOWT, HLEHEDHMEE LD

Table 12. Side effects

IO U | st No. of patients evaluated 197
OFLX D R 5 R 12 B 17 & — el R B C O A fjji" No. of patients with side effects 6
90.0% B L U73.7% LIFIMBETH D, 4R D5 Stomach discomfort 4
BT ALVFXDO1 B 552 FE & LT300mg(4533)T Abdominal pain 1
Y, FROOFLXOH A F 121 H600mg(4+3)T Yomiting+abdominal pain+diarrhea 1
HHILEBETHE, JOWMAUN G pag L Incidence 3.0%
Table 11. Relation between MIC and bacteriological efficacy of isolates in external otitis
al MIC of levofloxacin (pg/ml) [10° CFU/ml] Not Eradication
solate
=005 01 02 039 078 15 313 625 done rate (%)
MSSAY 8/8 3/4 11/12 91.7
MRSA? 1/ 0/1 12 50.0
CNSY 1 33 11 6/6 100
GPB® S. pyogenes 0/1 0/1 0.0
S. agalactiae 213 23 66.7
E. faecalis 1/1 1/1 100
sub-total Ve 1 45 0/1 1/1 3/4 112 21725 84.0
K. oxytoca 1/1 1/1 100
E. aerogenes 1/1 1/1 100
o P. aeruginosa 1/1 12 2/3 66.7
GNB P. alcalifaciens 1/1 1/1 100
A. radiobacter 1/1 111 100
sub-total 33 11 /1 12 6/7 85.7
Angerobe Peptostreptococcus sp. 1/1 /1 100
sub-total 11 11 100
Total KT S V) U V7)Y R/ " S V) R S V) 28/33 84.8
“GPB  : Gram-positive bacteria
®MSSA : methicillin-susceptible S. aureus
9'MRSA : methicillin-resistant S. aureus
9CNS  : coagulase-negative staphylococci
©GNB : Gram-negative bacteria
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b, AMERESRETT704%(69/98) L), E5HIZFD
EDPPA LT COERICOVWTHRELTHALE, A
PEAE 3261 Tl it — M L LR w L D HEH
OFTNH, 1BIEFBREIBUANTH LD L, At
BEBAE T, HIE B TRI6FERI O ) HoflDH YR
ENHE RN E HO4HHUBR I b, 361
F0H L0761, MYEHETEND S VIZHRNDS,
R ETERRANE L > T b, 2O %
B 7ok — SR HEH E DA %)E1360.4 % (55/91), 72
FHUEEHIETIE, 68.1%(62/91)E% 5720 DT
Emn, HMEHEEHHEIC L DEREOTREED
FIHD1DIHE H DT HEE S N7z,

WHEDOHNHI1376.7% T, 2WIiENT731%, Stk
WEIEN100% DA T - 770 1 HEG m I HE
LTHaBE, BHAEIZBITHAA%FIE1H200mg (5
2)T76.9% CH-72DZx L, 1H300mg(4533) Tl
66.7% LG m & OISR D N LD iz, Th
131 H300mg(533) I EIEDIERI AL > THB D,
HYEAEFE OIESIICHbE TR G RIRLAZ E
LB EEZLNT,

PHAOLAMNEICBWT, MICOBENfTHh25
FR(MSSA 9k, CNS 64k%) DM, MIC 0.78 r¢g/mi Lk

T OWAKHI395.2%(20/21), MERIZSVERERE102
FR(MSSA 33%k, CNS 164k, P. aeruginosa 15%k55)T
1386.4%(73/88)Tdh 720 T2, EBH SO VIC
IoE, HEPOLVFXDRE L, 0.54+0.621g/ml
ThY), WXV ETDOEH D S OO RKNE
AN LR TH o700 — S, BRRBHEIZ IR
X WL IEITED SN, Fo— RIS
DR HAZ B b, AP B C U3 B B TR i 51 25651
DOIEEILHIE57.9% & 24l r 4 5100% & 1t
LIERThH 7o EZONT,

HIERZ 19861661 (3.0% ) IZBigs S hizhs, & T
HILBHER TH WV EELOIIRDON LD 70 77,
A & M 72OFLX & [l R fth ) & o iR ER 12 B 1)
LOFLXDHEITER S BHIL, 6.3%(9/142)', 57%
(9/157)"™, 6.1%(5/82)"W ki anTH Y, [HE
HETIE WL OD, LVEXORIEREBZIIVWTR
HOFLX & Y ifilix 7~ L7,

FRPR AR A S0 A B 1A PRI S 7oA, S8R
FHA L QEETH 572,

FHAB L UONHEROTRICB VLT LA HRIEER
MRE LML CH 70 2D L, <
nWiod et x b0l EZ N5,

Table 13. Abnormal changes of laboratory findings

Item No. of No. of patients Chanee Incidence
patients tested with change g (%)
RBC 87 14 406 —» 370 — 407 (10*/mm?) 1.1
WBC 87 1 5600 — 3700 (/mm?) 1.1
Lymphocyte 83 1 30 > 3> 18 (%) 1.2
GPT 83 19 13- 40— 19 (unit) 1.2
¥ Same patient
Table 14. Utility
Utility
Diaenosis No. of - Usefulness
g patients  remarkably - q ) slightly uncertain  useless  rate (%)
useful useful
acute 35 15 17 2 1 91.4
Oritis  exacerbation 5 37 Y 2 6 8 68.7
media  of chronic
sub-total 150 52 59 24 6 9 74.0
acute 27 8 11 3 2 3 70.4
E).ctfernal exacerbapon 4 3 1 100
otitis of chronic
sub-total 31 11 12 3 2 3 74.2
Total 181 63 71 27 8 12 74.0
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Levofloxcin (LVFX, DR-3355), an optical isomer of ofloxacin (OFLX), was used in the treatment of
otitis media and otitis externa in a multicenter trial.

The standard dosage was 100mg t.i.d. (100mg b.i.d.~200mg t.i.d.). The duration of treatment was 3
to 14 days.

The MICy values of LVFX and OFLX against the total clinical isolates were 1.56 pg/ml and 3.13
ng/ml, respectively.

The clinical efficacy, assessed for otitis media and otitis externa by the doctors in charge for 150 and
30 evaluable cases, was excellent in 52 and 10 cases, good in 59 and 13 cases, fair in 26 and four cases,
and poor in 13 and three cases, respectively. The efficacy rates were 74.0% and 76.7%.

The bacteriological eradication rate for gram-positive isolates was 86.3% and for gram-negative
isolates was 85.9% in monomicrobial infections. For the total isolates, the rate was 85.8%, including
polymicrobial infections.

Clinical adverse reactions were observed in six (3.0%) of 198 patients and abnormal laboratory
findings were observed in four cases (three patients). They were not serious clinically.



