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Table 1. Serum and tissue levels after a single oral administraion of gatifloxacin
Time after Tissue Serum Tissue/serum
Tissue Dose No. Sex Age administration | concentration concentration ratio
(mg) (yr) (min) (ug/g) (ug/mL) (1/8)
Middle ear mucosa 100 1 F 59 120 ND ND
165 ND ND
2 M 56 120 0.68 0.11 6.00
3 M 66 120 ND ND
200 4 F 66 150 ND 3.01
5 F 56 510 ND 1.08
8 M 82 420 0.34 1.01 0.34
7 F 51 170 ND ND
8 F 59 170 1.10 2.02 0.54
9 F 37 435 0.41 1.19 0.34
10 M 37 140 0.30 1.32 0.23
11 F 65 510 1.11 0.63 1.76
Paranasal | ethmoidal 100 12 M 64 120 1.91 0.87 2.20
sinus sinus mucosa 13 M 56 170 1.06 0.62 1.711
mucosa
200 14 M 41 140 3.09 1.57 1.97
15 M 30 160 1.88 0.89 2.11
16 M 66 110 1.79 1.27 1.41
maxillary 200 17 F 62 150 4.29 2.37 1.81
sinus mucosa
Parotid gland 100 18 M 42 150 1.76 0.60 2.93
19 F 58 160 0.62 0.34 1.82
20 M 54 195 0.34 0.05 6.80
21 M 51 350 2.52 0.36 7.00
ND: not detected (=0.05ug/g or =0.05pug/mL)
Table 2. Reason for exclusion and dropped out from evaluation
. v
e it [ o [ o e
Exclusion
attended other new drug trial within last 6 months 2 2 2
withdrawal of informed consent 2 2 2 2
preceding chemotherapy unknown 2 2
more than one week after acute exacerbation 2 2
preceding chemotherapy with fluoroquinolone 1 1
Drop out
no visit after intial consultation 4 4 4 4
rested during administration Insufficient clinical laboratory 1 1
tests items
violation of concomitant drug 2 2
Insufficient clinical laboratory 1 1 1
tests items
observation not made on day specified in protocol 2 2 2
no visit after second consultation (3,4 or 7 days) 7 7
insufficient clinical laboratory tests items 19
Total 19 15 38 26
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B, MELRERRLT 4 BB LURSRTRERLET 7 2260, REME 265 L COELREERES 4608
PIERC 16 PIEMTRRE L, BEREMREIZ Bk, TRTOBIENRYSBA L7
AEBREGFEAMB L URTRICEERE S EML 72 92 2) AT ROE K

FlRRAE Lo HFRAKOHE TIRAREBITHRL S AR AR 111 PIOWREF % Table3 ISR L
RERARRAGTHERCA 104 EMTHRE L 7o B LLAH L 1, ERIZ 2082306 b
oo BB, FEBRA 6 PALR) CHOBBRICBML LB, KT30R2UBITHo 7,

Total number of patients Exclusion and Clinical efficacy
dmf out
130 9 11
Adverse reaction
116
Abnormal laboratpry
test findings
92
Usefulness
104
Fig. 1. Number of patients evaluted.
Table 3. Background
Characteristics No. of patients

Sex male 54
female 57
20~29 30
30~39 24
40~49 16
Age Gm) 50~59 16
60~69 15
70~179 10
In/Out in !
out 110
otitis media 37
paranasal sinusitis 17
Di . tonsillitis 27
18gnosis pharyngolaryngitis 1
otitis externa 15
suppurative sialadenitis 4
£ di acute 84
ype of disease acute exacerbation of chronicity 27
mild 18
Severity of illness moderate 93
no 100
Underlying disease yes 1
Pretreatment of no 105
antimicrobial agents yes 6
no 90
Concomitant drugs yes 21
100 mg x 2 69
200 mgx 2 39
Dose (/day) 100 mg X 1100 mgx 2 1
100 mgx 2—+100 mg % 1 1
200 mg X 2—200 mgx 1 1
Total ’ 111
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Table 4. Clinical efficacy by diagnosis
Clinical effect Effic
Diagnosis Type of disease p:;;:i. - ey i poor rate (‘:/:)
Otitis media acute 14 3 9 1 1 12/14(85.7)
acute exacerbation 23 8 8 7 16/23(69.6)
of chronicity
subtotal 37 11 17 8 1 28/37(76.7)
Paranasal sinusitis acute 15 4 10 1 14/15(93. 3)
acute exacerbation 2 1 1 /2
of chronicity
subtotal 17 [} 10 2 15/17(88.2)
Tonsillitis acute 27 12 11 3 1 23/27(85.2)
Lacunar tonsillitis acute 24 10 10 3 1 20/24(83.3)
Peritonsillitis acute 2 1 1 2/2
Peritonsillar abscess acute 1 1 1/1
Pharyngolaryngitis acute 11 1 8 1 1 9/11(81.8)
Otitis externa acute 14 8 5 1 13/14(92.9)
acute ex.a?erbation 1 1 o1
of chronicity
subtotal 15 8 5 2 13/15(86.7)
Suppurative sialadenitis acute 3 2 1 3/3
e | :
subtotal 4 2 2 4/4
Parotitis acute 1 1 1/1
acute exacerbation 1 1 i
of chronicity
subtotal 2 1 1 2/2
Submaxillary sialadenitis | acute 2 1 1 2/2
acute 84 30 44 6 4 74/84(88.1)
Total 2:::;::;:;"“"’“ 27 9 9 8 1 18/27(66.7)
111 39 53 14 5 92/111(82.9)

o) — lexcellent good)
Efficacy rate (%) No. of patients * 100

KEONRIZ, FER3TH, BIRKEX17H, Bk
#2710 (BEEmkL246, EHREAHEEX 26, Wk
FIBRBRE 1 41), WMREAAK 1160, NER 156, BI UV
TLRRYEMERBR K 4 B (B TRRE 26, FHETRE2H) T
Holz. WEIIBMEH 846, BHORMEMEH 27 #i
Thh, UM Eh o/, BEEEIIEE 186, i
93PITHY, BEDIILALNIEETH -,

F ¥ - &5 T3 100 mgx2 [El/H 69 #, 200 mgx2
|39 41, A - AREEFANIFATH -7,

3) BRRZHR

AHHEBATARINFAOKBIFBNN BRI E %
Table 4 {27k L 726

PHETIZITHARES 110, R 17THT, HFH
LEDEZXIL75.7% (28/37) THot:o FERDHR
RERBUNCAD L, BHETIZ85.7% (12/14), B
DEMHETIZ69.6% (16/23), BIMEELRTIZ 17 AT
EH58, A% 108ITH Y, A2 88.2%(15/17),
RHEETIZ 2T FIRER 126, AR 11HTHY, HD
¥ 85.2% (23/27) , WAMEEA T3 11 HichER 1 81,
EH8BITHY, Hxh®i281.8% (9/11) THh oo
T2, NERTIX15BIHERSH, HAR5HTHY,
FRHIL 86.7% (13/15), 1LBRYERE AR & T3 4 I
ER2H, AH2BITHo 7. HHUBMIERNRLSET
XER39BI, HR53HITH Y, 82.9% (92/111) D
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Table 5. Clinical effcacy by daily dose
Diagnosis Daily dose No. of Clinical effect Efficacy
(mg) patients | gycellent good fair poor rate (%)
Otitis media 100x 2 26 7 11 7 1 18/26(69. 2)
200x2 11 4 6 1 10/11(80.9)
Paranasal sinusitis 100 % 2 8 2 4 2 6/8
200 %2 8 3 5 8/8
Tonsillitis 100x2 15 6 8 1 14/15(93.3)
200%2 10 5 2 2 1 7/10(70.0)
Lacunar tonsillitis 100 % 2 14 6 7 1 13/14(92.9)
200 %2 8 3 2 2 1 5/8
Peritonsillitis 100x2 1 1 11
200% 2 1 1 1/1
Peritonsillar abscess 2002 1 1 1/1
Pharyngolaryngitis 100x 2 9 1 6 1 1 7/9
200x2 2 2 2/2
Otitis externa 100% 2 7 4 2 1 6/7
200 %2 8 4 3 1 7/8
Suppurative sialadenitis 100 x 2 4 2 2 4/4
Parotitis 100x2 2 1 1 2/2
Submaxillary sialadenitis 100 x 2 2 1 1 2/2
100 x2 69 22 33 11 3 55/69(79.7)
Total
200 x 2 39 16 18 3 2 34/39(87.2)

o) — _(excellent good)
Efficacy rate (%) No. of patients x 100

Table 6. Efficacy in radiological examination
i . lightl I t
Daily dose N(') of R.emarkably Improved 'S ightly Unchanged mprovemen!
(mg) patients improved improved rate (%)
100 %2 6 0 1 4 2/6
200x2 7 2 4 1 6/7
10031~ 1 1 0/1
100x2
Total 14 2 5 6 8/14(57.1)
Improvement rate (%) = (remarkably improved+improved+slightly improved) % 100

No. of patients

ERHEERL,

AR AR 111614, R CTHEZZEELLS
PR 108 B %% e LTHENBRKRRZMATL
7B % Table 5 1277 L7z0

100 mgx2 B/ B 512 BT 5 A% EI1X, PHK69.2
% (18/26), mHk# 93.3% (14/15), EIRFELR 8 Hl
6B, WEWEERZ O Btk 7 B, AL E X7 HIF 66, {LIRME
AR K A PB4 P ThH oo —F, 200mgx2 E/H
BEIC B2 EREIZ, PHX£90.9% (10/11), Rk
£170.0% (7/10), BIMEESR 8 Bk 8 #, MHMREHK 2 B
H28l, NEL£SHIH THITHo7. MHKTIX, 100

mgx2 [Bl/ B 5 & 1~ 200 mgx2 [\/H#&%5 O FFHH»
EH oA, 200mgx2 B/ HIE5 TRRER, EXHE
HESNZIEMZVTL BMEERSEBENEN
FEBITHo70 28, FDH) b 1HRKGHOBEH
KB EZ SN TBLT3SHBHETRSRER L 2o
TEFITHY, T10EESGRICEFIRE I
FEBITH o 720 ETORHENEZEIL 100 mgx2 [/
H#%5-79.7% (55/69), 200 mgx2 [E/H¥%5 87.2% (34
/39) THho7,

49) XHAEE

BIBRREADHEBUBIT RO b, BEMHERIIXRK
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Table 7-1. Sensitivity distribution of clinical isolates (ug/ml)
MIC (ug/ml: 10°CFU/ml)
Gatifloxacin Tosufloxacin
organiem no. of range MICo MICa | "% range MICu  MICw
strains strains
S.aureus 32 =0.025->100 0.05 0.39 32 =0.025->26 £0.026 0.2
S.epidermidis 1 1.56 1.56 1.56 1 8.13 8.13 3.13
CNS 11 =0.025-1.56 0.1 0.2 11 £0.026—3.13 0.1 0,78
G. morbillorum 1 0.2 0.2 0.2 1 0.2 0.2 0.2
Streptococcus sp. 2 0.39 0.39 0.39 2 0.1-0.2 0.1 0.2
S. pyogenes 11 0.2-0.39 0.2 0.39 11 0.1-0.39 0.2 0.39
S .agalactiae 1 0.78 0.78 0.78 1 0.78 0.78 0.78
S.anginosus 2 0.2-0.39 0.2 0.39 2 0.2 0.2 0.2
S . pneumoniae 6 0.2-0.78 0.39 0.78 5 0.2-0.39 0.2 0.39
E . faecalis 1 0.2 0.2 0.2 1 0.2 0.2 0.2
Corynebacterium sp. 6 0.05->100 0.39 >100 8 =0.025->25 1.56 >25
sub-total 73 =0.025->100 0.2 0.78 73 =0.025->25 0.1 1.56
E.coli 2 =0.026 =0.025 =0.025 2 =0.025 =0.025 =0.025
K. pneumoniae subsp. pneumoniae 3 =0.025-0.05 0.05 0.05 3 =0.025 =0.025 =0.025
E . cloacae 3 0.05-0.1 0.1 0.1 3 =0.025—0.05 0.05 0.05
S . marcescens 1 0.1 0.1 0.1 1 0.1 0.1 0.1
P.vulgaris 1 0.39 0.39 0.39 1 0.2 0.2 0.2
P.aeruginosa 7 0.1-3.13 0.39 3.13 7 =0.025—0.78 0.1 0.78
A.lwoffii 1 0.1 0.1 0.1 1 0.1 0.1 0.1
H .influenzae 12 =0.025—0.1 =0.025 0.05 12 =0.025—0.2 =0.025 0.2
M. (B.) catarrhalis 3 0.1-0.2 0.2 0.2 3 0.05-0.2 0.1 0.2
sub-total 33 =0.025—3.13 0.05 0.39 33 =0.025—0.78 =0.025 0.2
P.micros 2 0.05-0.2 0.05 0.2 2 =0.025—0.1 =0.025 0.1
S. constellatus 1 0.39 0.39 0.39 1 0.39 0.39 0.39
S.intermedius 4 0.1-0.39 0.1 0.39 4 0.05—0.2 0.2 0.2
P.intermedia 1 0.2 0.2 0.2 1 0.2 0.2 0.2
sub-total 8 0.05-0.39 0.2 0.39 8 =0.025—0.39 0.2 0.39
Total 114 =0.025->100 0.1 0.39 114 =0.025->25 0.1 0.39

BEFTON 14 B DX BLEKE % Table6 (2R L
PARS

100 mgx2 E/B#5 TI3@EERFLL L2 2/6 6, 200
mgx2 B/HEE CRBEREL L26/76TH - 72,
BRCHEEZEEL 152807 14 I TIIEH
E2/14 5 (14.3%), ®E1/14 61 (1.1%), BEX
£5/146] (35.7%) THhhH, BEREL LIZ8/14 4
T, WEEXIX57.1% ThH o7,

5) HEFEHRHR

(1) HTERITHEED MIC 2%

HAFWEBICTMICHHETE-REED ) LIRS
YETE 7 114 BRIZH T 5 GFLX, CPFX, TFLX B &

UFLVFX @ MIC # Table 7 iZ/R L 720

MICy IZ2WTAB L, 7T LR Tt GFLX0.78
ug/mL, TFLX 1.56 ug/mL, CPFX 3.13 ug/mL, LVFX
3.13ug/mL TH Y, GFLX X7 7 ARMHEEICH L TR
BELBEWVWMICk 2R L. £7:, Y7 ABHEETH
GFLX 0.39 ug/mL, TFLX 0.2 ug/mL, CPFX 0.2 ug/
mL, LVFX 0.39 ug/mL, #5# % Cid GFLX 0.39 ug/
mL, TFLX 0.39 yg/mL, CPFX 1.56 ug/mL, LVFX 1.56
ug/mL Th o7z, E% 5 BEWE DA D MICy i Staph-
ylococcus aureus 0.39 ug/mL, coagulase-negativé
staphylococci (CNS) 0.2 ug/mL, Streptococcus pyo-
genes 0.39 ug/mL, Streptococcus pneumoniae 0.78 ug/
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Table 7-2. Sensitivity distribution of clinical isolates (ug/ml)
MIC (pg/ml: 10°CFU/ml)
Ciprofloxacin Levofloxacin
organism no. of no. of
strains range MIC,  MICw strains range MICx  MICw
S .aureus 32 0.05->100 0.39 0.78 32 0.05->100 0.2 0.78
S.epidermidis 1 6.26 6.25 6.25 1 8.25 6.25 8.256
CNS 1 0.06-6. 25 0.2 1.56 11 0.05-3. 13 0.2 1.56
G.morbillorum 1 1.56 1.566 1.56 1 1.56 1.56 1.66
Streptococcus sp. 2 0.39-3.13 0.39 3.13 2 0.39-1.56 0.39 1.56
S . pyogenes 11 0.39-1.56 0.78 1.66 11 0.39-1.56 0.78 1.56
S.agalactiae 1 3.13 3.13 3.13 1 3.13 3.13 3.13
S .anginosus 2 0.78-1.56 0.78 1.66 2 0.78 0.78 0.78
S.pneumoniae 5 1.56-3.13 3.13 3.13 5 1.56 1.56 1.56
E . faecalis 1 0.39 0.39 0.39 1 0.39 0.39 0.39
Corynebacterium sp. 6 0.39->100 3.13 >100 6 0.2->100 1.56 >100
sub-total 73 0.05->100 0.39 3.13 73 0.05->100 0.39 3.13
E.coli 2 =0.025 =0.025 =0.025 2 0.05 0.05 0.05
K.p bsp. pneu 3 =0.025 =0.025 =0.025 3 0.05 0.05 0.05
E .cloacae 3 =0.025-0. 05 =0.025 0.05 3 0.1 0.1 0.1
S.marcescens 1 =0.025 =0.025 =0.025 1 0.1 0.1 0.1
P.vulgaris 1 0.1 0.1 0.1 1 0.2 0.2 0.2
P.aeruginosa 7 =0.025-0.39 0.1 0.39 7 0.1-1.56 0.39 1.56
A. lwoffii 1 0.05 0.05 0.05 1 0.2 0.2 0.2
H .influenzae 12 =0.025-0.2 =0.025 0.1 12 =0.025-0.39 =0.025 0.2
M. (B.) catarrhalis 3 0.1-0.2 0.1 0.2 3 0.2-0.39 0.2 0.39
sub-total 33 =0.025-0. 39 =0.025 0.2 33 =0.025-1.56 0.1 0.39
P.micros 2 0.39 0.39 0.39 2 0.2 0.2 0.2
S. constellatus 1 1.56 1.56 1.56 1 1.56 1.56 1.56
S.intermedius 4 0.78-1.56 0.78 1.56 4 0.39-0.78 0.39 0.78
P.intermedia 1 1.56 1.56 1.56 1 0.39 0.39 0.39
sub-total 8 0.39-1.56 0.78 1.56 8 0.2-1.56 0.39 1.56
To-tal 114 =0.025->100 0.39 3.13 114 =0.025->100 0.2 1.56
mL, Pseudomonas aeruginosa 3.13 ug/mL, Haemophi- Holzo

lus influenzae 0.05 ug/mL Td - 7=

(2) MEFEHTHR

AU AR 111510 ) 5 103 Flic BV THR G H
CAMEFBRBENLN, F0OH5H MU BIIBNTHE
FHFRHENTRTH o720 SHATNMEFHRRE
Table 8 {Z/R L 72,

BHBEREF 5H0D) L, 77 rBEEBREORYE
1L®iL 84.6%, 75 LABHEBRE L 94.4%, HAKLE
B&i2 100% Th h, BB RF2 A0 RMELRIZ 88.0
%ThHolz, TLEBEREAOBREKIL84.2% T
Y, PHEREL* SO -2560BRMHILEIL872% T

72, MR 12850 ) bIHRIHETE 2 118 K
DI REE I EE % Table 9 IR L7z,

FLoBERENEAEIES. aureus 78.8% (26/33),
CNS 91.7% (11/12), S. pyogenes 100% (11/11), S.
pneumoniae 5 ¥ 3 X TiH K, P. aeruginosa 7 ¥ 4
¥RiH %, H. influenzae 100% (12/12) TH Y, 7 5
LREYEH 87.0% (67/17), 77 LABMHE 90.9% (30/
33), MAME ST RTHEK, FTHEL2HAETIL89.0%
(105/118) T&H o7z

SHICKRBHSRER DIHKR % Table 10 ISR L 72,

FHRICBITL2FEFLERABOHEEKILS. aureus
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66.7% (10/15) , CNS 9 ¥+ 8 BkiHk, Corynebacteri-
umsp. 8 ¥k 7 Hili%k, S. pneumoniae 3 BT X TH
%, P. aeruginosa 3HH2KMETHH, FMAL
HOil%k®EI: 81.8% (36/44) THolo NERIZBW
T3, S. aureus 9¥RH THRIH %K, CNSSHRT X TIH
%, P. aeruginosa 3 ¥k 1 KK THY, MM 24
DOWEEIL 72.2% (13/18) Thorz. HIMERE, Rk
%, WEMETE 2 & ULIRMERERBR 8 TIIRI Eh o F X
TOFMEIHEEL 20

6) =weH

(1) BIfEA

BIfEH 12 Table 11 (7R L 720 MR#T xR 116 Bl 5 Bl
61 BB HN, REXIL4.3% (6/116) Tho7

FOARIE, HEV - JHA (FSE) 18, HEv (B
) 160, WH (P%E) 16, O (BK) 1M, T
% BE) 1HITHo78, WIFROERLZLOTIzL
ﬂ‘Och

(2) HRMREMBNE

B4 R M AR 1B SR ¥ 12 Table 12 (7R L 7o MEHT XF & 92
Bl 4Bl 61F) TRAL, RIAXII43% 4/92) T
Hote TOAMRIE, TOY) YR1IMA, M/KRD
-MmR 14, MikGOP LA - MikKGPTLR1M, A
MERBY 1 FATHo 72N, BRI XEREMEIBHS
Nehors

7 HA%

# FIfE12 Table 13 ISR L 7z A FIYEMEHT X & 104 H1

Table 8. Bacteriological effect

Bacteriological effect Eradication
Organism N(-,' of partially rate
patients | o o 4icated . replaced | unchanged |unassessable (%)
eradicated
S.aureus 28 18 2 7 1 20/27(74.1)
CNS 7 6 1 6/6
G . morbillorum 2 1 1
Streptococcus sp. 1 1
S. pyogenes 8 8 8/8
S.anginosus 1 1
S.canis 1 1
S.pneumoniae 4 4 4/4
Corynebacterium sp. 4 3 1 3/4
Gram ( +)bacteria sub—total 56 42 2 8 4 44/52(84.6)
K . pneumoniae subsp. p iae 2 2
P.aeruginosa 3 2 1 2/3
A. lwoffii 1 1
H.influenzae 13 11 2 11/11(100)
M. (B.) catarrhalis 2 1 1
Gram (-) bacteria sub-total 21 17 1 3 17/18(94.4)
P.micros 1 1
S.intermedius 4 4 4/4
E.lentum 1 1
Anaerobes sub-total 6 5 1 5/5
Monomicrobial infection sub-total 83 64 2 9 8 66/75(88.0)
2 species 16 13 2 1 13/15(86.7)
3 species 3 2 1 2/3
4 species 1 1 1/1
polymicrobial infection sub—total 20 16 3 1 16/19(84.2)
Total 103 80 3 2 9 9 82/94(87.2)
Eradication rate(%) = ——<cradicated treplaced _

No. of patients - unassessable
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Table 9. Elimination rate by isolated organism
Organism ::r:i:f; Eliminated Persisted Unknown El::at:r::/:i)on

Gram(+) S.aureus 34 26 7 1 26/33(78.8)
bacteria S.epidermidis 1 1

CNS 13 11 1 1 11/12(91.7)

G . morbillorum 2 1 1

Streptococcus sp. 2 2

S . pyogenes 11 11 11/11(100)

S .agalactiae 1 1

S.anginosus 2 2

S.canis 1 1

S . pneumoniae 6 6 6/5

S . pneumoniae type Il 1 1

S . pneumoniae type I 1 1

E. faecalis 1 1

Corynebacterium sp. 8 7 1 7/8

sub-total 83 67 10 6 67/77(87.0)
Gram (—) E.coli 2 2
bacteria K. pneumoniae subsp. pneumoniae 3 3

E.cloacae 3 3

S .marcescens 1 1

P .vulgaris 1 1

P.aeruginosa 7 4 3 4/7

A.lwoffii 1 1

H.influenzae 14 12 2 12/12(100)

M. (B.) catarrhalis 4 3 1

sub-total 36 30 3 3 30/33(90.9)
Anaerobes P.micros 2 2

S. constellatus 1 1

S.intermedius 4 4

E.lentum 1 1

P.intermedia 1 1

sub—total N 9 8 1 8/8

Total 128 105 13 10 105/118(89.0)
Elimination rate(%) = eliminated X100

no. of strains — unknown

HL, b THA 30 Bl (28.8%) . HH 57 #1 (54.8
%) LERULOEEREIL83.7% (87/104) ThHo7
KBBICAL L HFHAERIZ, FHRT5.0% (27/36), Bl
AR 92.9% (13/14), k% 88.0% (22/25), WHMR
% 80.0% (8/10), 4 B % 86.7% (13/15), {LhgtE
IR K 4 Bl A BITH o 70
Im. # =
BEZVFOF ) 0L REOEREHHEINT 5125

v, HBREERFEBRREIEICBWTH Z0FA%ENE S
BOOLNBENITKRoTE, L2L, $TICEHTEH
TWwa7rFuFx/orREoOHRIZIEPHRER (L5620
&, FEARY), HbsER, LBBUE, FEA704F
M REFBH G AR OER L ENRRAT L LPHES
nTHEY, 275G %EDS. aureus, S. pneu-
moniae 22V TIRIFERO MBS HEL 2o T 5"
CENS, TVREUNBIIARAOHENT VA TX )
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Table 10. Elimination rate by diagnosis
Otitis Paranasal ... | Pharyngolar Otitis Suppurative | Elimination
Organism media sinusitis Tonsillitis yngitis externa sialadenitis rate (%)
S.aureus 10/15(66.7) | 3/3 5/5 7/9 1/1 26/33(78.8)
S . epidermidis 1/1
CNS 8/9 3/8 11/12(81.7)
G . morbillorum 1/1
Streptococcus 8p. 1/1 /1
S . pyogenes 2/2 1/1 8/6 2/2 11/11(100)
S. agalactiae 0/1
S.anginosus 2/2
S.pneumoniae 8/3 1/1 1/1
E.faecalis 1/1 5/5
Corynebacterium sp. 7/8 7/8
Gram ( +)bacteria sub-total 32/39(82.1) | 6/6 14/14(100) |2/2 11/14(78.6) [ 2/2 87/17(817.0)
E.coli 2/2
K.p iae subsp. p inae 1/1 2/2
E.cloacae 3/3
S.marcescens 1/1
P.vulgaris 1/1
P.aeruginosa 2/3 1/1 1/3 4/7
A.lwoffii 1/1
H.influenzae 1/1 4/4 5/5 2/2 12/12(100)
M. (B.) catarrhalis 2/2 1/1
Gram ( - ) bacteria sub-total 4/5 8/8 11/11(100) |3/3 2/4 2/2 30/33(90.9)
P.micros 2/2
S . constellatus 1/1
S.intermedius 2/2 1/1 1/1 4/4
P.intermedia 1/1
Anaerobes sub-total 4/4 1/1 1/1 8/8
Total 36/44(81.8) | 16/16(100) |29/29(100) |6/6 13/18(72.2) | 5/5 105/118(89.0)
Elimination rate (%) =—— sfrl;‘?‘m‘;‘ft::kmwn x 100
Table 11. Adverse reactions
No. of patients assessed 15 OYREORBENRD SN TWwB, GFLX XL VH
No. of patients with adverse reactions 5 (4.3%) EAxs by LBCAEDE AL, BT e
Dohhololehs, fERkD7VAOF/OY
Symptoms severity total DIEEEDI L DD, EHII—RBREHLEOL-TIVE
moderate| mild ¥/ 0 RAEEE LT, BRNAFREMERINT
Diarrhea 1 1 Vo FRFGRFEROSE IHRRTIE, FHE, BR
Nausea 1 1 R, RHE, SNERS X CLBEERREICH LBV
Dizziness 1 1 2 AFHERFBONTEY, 5E S O ICHREBRICHESL
Headache 1 1 EMAFREOERDYE, “etk, HA%LFHET I LE
Thirst 1 1 BRI E LTL2E 20 ik To—7a ba—Vicks®
Total 3 3 6 MHERZER L. T, BERELCOSMEICH

THRAN DR, FROEBABITHORHT b HDYE
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THiFoko

FOMR, EABABITHEICHT 2RI TIZ, PERM
Tid 100 mg 5 120~165 #1285 \» T ND~0.66 ug
/g, 200 mg F# 5 Tit 140~610 F# 2B\ T ND~1.11
ug/g THY, A Mkt 0.23~6.00 TH 7, Bl R
PR T 100 mg $ 5 120~170 R ICBWT 1.06~
191 ug/g, 200mg 5 TIX110~1605HicB W T
1.79~4.29 ug/g TH Y, Mikitid 1.41~2.20 T -
oo ETFHRMREIC BT 100 mg ¥ 5 150~350 534
T0.34~252ug/g THH, xtiikitit 1.82~7.00 T
hol. BMAEKE BETRERICEVWTIRTRTOE
FleHmiEkiZ1 2 ELEY), ChoDEBMADOERD
BRFRBITAALNT,

FRAAIC X 2 FRABRABITEICK LTI, levofl-
oxacin (LVFX) 100 mg AR D H B EHEM T 0.04~
0.85ug/g, LR 0.834~1.06 ug/g, M ¥ IR 4248,

Table 12. Abnormal laboratory test findings

0.19~1.37 ug/g"”, TFLX 150 mg PR B% 7 % 28 %5 K
ND, ¥4 ND~0.87 ug/g, YT R## 0.91 ug/
giel, BiEEhTBY, GFLX RN 7 V4o *
/Oy REEIZZFEED RIF 2 AMBITERRL

ERRZDRICMT AR TIX, AR LEAHEF#£75.7
%, BIMiEs 88.2%, RNk 85.2%, NEWESH % 81.8%,
NE%86.7%, {LIREEBRA4FIF4PIL BWEL
EERL, EREBRBRRELEDOHFEIL 82.9% T
Holeo FIRMHIC & 2 F RIEERHRESE ST 2HLY
XX LVFX: F E % 74.0%, BRI % 76.5%, Rk
92.1%, WHMWEEH % 78.6%, MVE % 76.7%, 1L RE A
W4 81.8%'', TFLX: HEH % 82.1%, BIMKE% 80.0
%, RPE% 100%, WEMEEH % 100%"TH» ), GFLX ik
CHOLDHRBREME LB L TH, (2IZFA%DBRITF 5K
THotze

BIRERIIBIT2 XRABHRORN TIZ, BEYR
FEULEORERIZST.1% THhHoto HESRIDOKEE
2B W TIE, 100 mgx2 H/H# 5 2/6, 200 mgx2 [/

No. of patients assessed 92 H#%56/7TTH 1, 200mgx2 BA/HHEDRBEEDOH

No. of patients with abnormalities 4(4.3%) MR o 7,

Item MEERHRICHT 2RI TIX, 77 LBEH87.0
Leukocyte |} 1 % (67/77), 77 LM H 90.9% (30/33), HRIEH
s 1 BHT<THK, HMBLHTIE80.0% (105/118) O
et | 1 HEETH 1%

Seram GOP 1 . HRERAHERICB T 5 BREORLE T, FREL
LHEBIZE D BLBANDH DA%, S. aureus, CNS, S.

Serum GTP 1 1 pyogenes, S. pneumoniae, P. aeruginosa, H. influ-
Hematuria ! enzae % EHETH B, FERICBISINLDHE
Total 6 DEEEIL, S. aureus 78.8%, CNS 91.7%, S. pyo-

Table 13. Usefulness
Usefulness
i . No. of Usefulness
Diagnosis patients remarkably useful slightly useless rate (%)
useful useful

Otitis media 36 9 18 7 2 27/36(75.0)
Paranasal sinusitis 14 2 11 1 13/14(92.9)
Tonsillitis 25 11 11 2 1 22/25(88.0)

Lacunar tonsillitis 22 9 10 2 1 19/22(86. 4)
Peritonsillitis 2 1 1 2/2
Peritonsillar abscess 1 ' 1 1/1

Pharyngolaryngitis 10 1 7 1 1 8/10(80.0)

Otitis externa 15 6 7 2 13/15(86.7)
Suppurative sialadenitis 4 1 3 4/4
' Parotitis 2 1 1 2/2

Submaxillary sialadenitis 2 2 2/2
Total 104 30 57 11 6 87/104(83.7)

Usefulness rate (%) = markably useful + useful) _, 1,

No. of patients
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genes 100%, S. pneumoniae 5 BT ~XTIHXK, P. aerug-
inosa T ¥k P 4 Bk %, H. influenzae 100% & R4F T
bot. 1, FREROWIIHT S XKD MICw (B
S. aureus 0.39 ug/mL, CNS 0.2 ug/mL, S. pyogenes
0.39 ug/mL, S. pneumoniae 0.78 ug/mL, P. aerugi-
nosa 8.13 ug/mL, H. influenzae 0.06 ug/mL T & -
7= MICy iz 7 5 ARt 8 T3 TFLX, CPFX, LVFX
R 1~2 HENTV S, 77 ARMETIRCNLD
EH L 13IZAS, MAMN T TFLX & XA¥THY,
CPFX, LVFX cH~X2EEN TV, NN koL |
XABRFLEMBITEL SbETHVWIHABIIRKBEN
¥z i, £7-8. aureus, S. pneumoniae =
SVTRHEROHBAIMBE 2> T2, GFLX
1% S.qureus, S. pneumoniae D WL R = D 12 <
{ne F R Y) REMRIREICH L TLMNT
HHrEOBMEYND Y, ZhboBEdE IS L GFLX
BRERLEFD 1L EXOND,

REWICHWLTIE, 116FF 56 (64 ICBIERNS
Ao, FORFRIZDIV: - FHELH, DTV 16,
BL15, OE16, TRH1IATH 28, wThd
EBELDTRED o %8, HBBEFOMMEER
BAabhTwiw, £, BRREERFIZ2HF4
Bl (61F) THALNH. HICHBLEL2HDIZEDHH
Niehoi

HBECHT 2RE T, 1048h & bDTHHA 30
%1 (28.8%), HH 576 (54.8%) ThHhH, FRAULD
HHEIL83.7% Tholoo KEJNOEHEE, PEL
75.0%, Bl BKER 92.9%, Rkk 88.0%, MHHEHA % 80.0
%, N H % 86.7%, {LIREEHRE 4 BIF 4 BITHY,
HRMERDRE ZIZALERELY, BRI ADHNE
EREMERTHREL L7,

H BIEGA SRR B BB DH B\ idh S
ETHY, NRBEOHEINE V20, BOFDOHEE
EBRIRTHILDBWV, $7-, BEEBGT AR, £%
BERETAUMCERMEFEALZTRIE ROV E
LBV LD, HBARY PAVHIEL, REBROE W
EHPEF L wEEZOLNTWA, GFLX X, BEAH
R R EREOEREL L THREKDRS L Uike
HICEN, FHEORVEHTHL Z LATREEINT,

X 73
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Pharmacokinetic and clinical studies of gatifloxacin on otorhinolaryngological infections
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Pharmacokinetic and clinical studies were carried out with gatifloxacin (GFLX) in otorhinolaryngological

infections. The results were as follows:
1. Inthe middle ear mucosa, the concentration of GFLX ranged from undetectable levels (ND) to 0.66

ug/g at 120 to 165 minutes after oral administration of 100 mg, and from ND to 1.11 ug/g at 140 to 510
minutes after oral administration of 200 mg, and the penetration ratio (tissue/serum) ranged from 0.23 to
6.00. In the paranasal sinus mucosa, the concentration of GFLX ranged from 1.06 to 1.91 ug/gat 120 to 170
minutes after oral administration of 100 mg, and from 1.79 to 4.29 ug/g at 110 to 160 minutes after oral
administration of 200 mg, and the penetaration ratio ranged from 1.41 to 2.20. In the paroid gland, the
concentraion of GFLX ranged from 0.34 to 2.52 ug/g at 150 to 350 minutes after oral administration of 100
mg, and the penetration ratio ranged from 1.82 to 7.20.
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2. The clinical efficacy rate was 75.7% (28/87) for otitis media, 88.2% (18/17) for paranasal sinusitis,
85.2% (23/27) for tonsillitis, 81.8% (8/11) for pharyngolaryngitis, 86.7% (18/15) for otitis externa,
and 4/4 for suppurative sialadenitis. The overall clinical efficacy was excellent in 89, good in 58, fair in 14,
and poor in 5, with the efficacy rate of 82.9% (92/111).

3. The elimination rate was 87.0% (67/77) for gram~positive aerobes, 90.9% (30/38) for gram-negative
aerobes, and 100% (8/8) for anaerobes, and resulted in the overall rate of 89.0% (105/108).

4. Although adverse reactions were observed in 5 of 115 cases (4.8%) and abnormal laboratory test
findings were recorded in 4 of 92 cases (4.83%), none were serious.

These results indicate that GFLX is a very useful drug for the treatment of otorhinolaryngological
infections.



