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Table 2 Clinical efficacy of BAY o 9867

Diagnosis Excellent Good Fair Poor Total (%)

Acute 2 2 4/ 4 (100)
Otitis media Chronic 4 6 2 3 10/15(66.7)

. Acute 5 4 1 9 /10(90)
Paranasal sinusitis Chronic ) 3 1 576 (83.3)
Acute laryngopharyngitis 8 3 1 11/12(91.7)
Tonsillitis** Acute 5 4 9/ 9 (100)
onsilltis Chronic 2 5 7/7 (100)
Postoperative infection 1 1/1(100)

Furuncle of ear 1 0/1
Furuncle of nose 1 1/1 (100)
Total 30 27 4 5 57/66(86.4)
* : Excluded 1 unevaluable case * % : Excluded 2 unevaluable cases

Table 3 Adverse effect [3/69 (4.3%)]

Case Treatment
Age Dose Duration Symptoms Severity Relation to drug Course
No. .
Sex | (mgX times) (days)
51 :;? 200 x1 1 Eruption Moderate Probable Discontinued
58 . . . . .
59 F 200 X3 3 Abdominal pain Moderate Possible Discontinued
55 Tingling pain Mod
66 F 200X 3 3 of tongue oderate Definite Discontinued
Dizziness Mild

aeruginosa 7 BR T130.1~1.56 pg/ml T¥E— 2 130.39
pg/ml, Peptostreptococcus T130.39~25 ug/ml Td - 72,
I. MPsLUM - BIMEABRNBTRE

1. MR

MRS - BIBEOFM & HEI L AL 1
BEIPITH D, HATZEHEFICAHKI200 mg % PARH%40
5514855 D E KK VBRI BBHFE R IR 5 &
FERFCRM L, TTRMICRECmMEESHL, mbs L0
MBEABITRELRE L 720 TORRIZEREHELIR
7, BRAIE 8K, MR — 74Ktk BABHERT
KA TE0RAETH - 72,

2. FFFEHisL

AR Table 8IZ/RT EBYW THE, Shi T 57
2+ A& Fig. 2, Fig.3D k)il s, MHPBITRE
120.02~1.61 ug/ml TF30.56 pg/ml TdH - 7z, fEE
WL ODLYDINTYIRHPHRLNDH, ThEEEET
12h 5B & PBRH%40~605> 1.09 g/ml, 61~90% 0.42
pg/ml, 91~1204 0.76 xg/ml, 121 ~150% 0.40
png/ml Tdh o7, MEBERBITIRE I BKE TFH0.50
neg/g, BEY—70.39 ug/g, EIBWEHE 0.98 ng/g,

B BEERW0.05 ug/ml Thotoo TNHERLMIE
RELTHRETT 5 & BHEIITI91.02, &K1 —70.92,
B BEHIR]. 47, BIBBHEE0.10T, BIMBHEI R
bBITENE RV TR, 88— 7DIET, RA
BEEBIIIZEALBITERE 2 d o2,
o * ®

ILERERIDOBRAR L & b1 Pseudomonas 1 LD ET
L5587 7 LBRHREI A OBREEICHS T LI
%oTWwbh, XMERORN»L b EFN6 5T AHHER
MEBEL, 7FYRETRR=V ) F—VPELEHSH
BEICZ>TWwb EEbN B, K4 Nalidixic acid % i
L &3 24 D quinoline carboxylic acid & O ZEH) A
HREEN, ZOPHRICOVTRBENLTLESRT VD,

4@ 4 O\ 72 BAY o0 9867 (Ciprofloxacin) i = @
quinoline carboxylic acid RN EHIMERI T 6 L2 7 v
F#, 7L piperazine REZFOFIZL h 75 LEHED
A b$ 77 LABMEEICH L THIBLC T CRHED
2> Twb, X BAY 0 9867 O MIC fli & MBC fl i3
1 RERENOZELY» %2, 1~2 MCOBRETHVK
BIERAMZH 5N TWwa, & 612 quinoline carboxylic
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Table 5 Clinical efficacy of BAY o 9867 classified by species of bacterial isolates

Bacterial isolates Excellent Good Fair Poor Efficacy rate (%)
S. aureus 2 1 3 1 3/7 (42.9)
S. faecalis 1 1/1 (100)
Streptococcus 2 1 2/3 (66.7)
Micrococcus 1 1/1 (100)
S Peptococcus 1 1/1 (100)
g Peptostreptococcus 3 1 4 /4 (100)
= P. acnes 1 1/1 (100)
K Corynebacterium 1 1/1 (100)
ED Eubacterium 1 1/1 (100)
«n P. aeruginosa 1 1 4/5 (80.0)
Pseudomonas 1 1/1 (100)
E. agglomerans 1 0/1
Achromobacter 1 1/1 (100)
S. aureus 4 6/6 (100)
g S. epidermidis 1 1 2/2 (100)
s S. faecalis 1 1/1 (100)
'% S. intermedius 1 1/1 (100)
5 P. aeruginosa 1 1 2/2 (100)
2 Pseudomonas 3 1 4/4 (100)
= K. pneumoniae 1 1/1 (100)
E. agglomerans 1 1/1 (100)
Total 22 17 4 3 39/46(84.8)

acid RIERDIER L E% ) DNA Vv /1 L— X% [EE
THAR L WBREER oA, BLAOMMHRICHLT
SHEHNEAL TV A EAERE ATV AY, 4H
F4 ORETT O IR, B9, SHPHRTRAHE
100%, BIABERTEMI%, B1E83.3%Lh% ) EHY
EORLRERHLTE Y, BERHFRTIZ66.7% & BFH
IR e HEAMECEETH 545, MANCE~S &%
b L RFNRULEOEHERBL TV 527,

MU 22894213 P. aeruginosa (23T T A HUE 5% R K
Do 7225, Peptococcus 72 EDHEMRZ I LD T T 4 f&
MW, BHECIELCIREDERLTY 5,

quinoline carboxylic acid % 3E#) > &1 A 1< AR H0AE
BEMM SN TV A, Fi OBRKRIIRET TIR69ESH
3BUEE R, FOUH V) ELBEOD T WEN
AN AHRAEREL O EEL bORIE(ED
LY, ARRREHOEVER L Bbhr,

Mx T, £ - BIAEHMGABITRE I MEL T HHEE
1.02, BIBKMEL.47THY, MAEFELNLE LT
NULEOBWBTBRELRLTVA I EOHHLL,
o DHEEIHRDENETH - BIRABEEIBVTE

WEREERTERIIZ - TwA I ELBETE LV,
X 18

1) $REARFEREFATEARIRLES, FES
VERI 741, BAY 0 9867 (Ciprofloxacin), [if]
(i, 1984

2) UK F, fb:DL-8280 NEIBBEHERITS &
VRIBBERITT 2ERF. BHBEERK 30:
477~483, 1984

3) /NIEGEER, ftb : MEMESHZZ I % DL-8280 Dk
RIEFZRER, FH LR 30 :470~476, 1984

4) WAIEZ=, M fLBMERE X (S, BosH
KE BH) (23T A DL—8280 0 FExhEF M
HHLEK 30 :642~670, 1984

5) Eil—x, BHEAL, BR#®Z, BHF, &
R TR BEABEERREBICS TS
AM-715 DEEIR#I#ET, Chemotherapy 29 (S—4)
7%~n71%1

6) BHEE (44583%) - B AIEMEERL IR & TR
#é;mua‘fwa AT-2266 DR fio Chemothe-
rapy 32 (S—3) : 1038~1060, 1984



1006

CHEMOTHERAPY

DEC 1985

Table 6 Bacteriological response of BAY 0 9867 classified by species of bacterial isolates

Bacterial isolates Eliminated Decreased | Replaced | Unchanged Unknown | Eliminated (%)
S. aureus 2 1 4 2/3 (66.7)
S. faecalis 1 1/1 (100)
Streptococcus 2 1 2/2 (100)
Micrococcus 1 1/1 (100)
_E Peptococcus 1 1/1 (100)
E Peptostreptococcus 3 1 3/3 (100)
= P. acnes 1 1/1 (100)
_:.’o Corynebacterium 1 1/1 (100)
£ Eubacterium 1 1/1 (100)
? ["P. aeruginosa 1 2 2 1/3 (33.3)
Pseudomonas 1 1/1 (100)
E. agglomerans 1
Achromobacter 1 1/1 (100)
S. aureus 4 1 1 4/5 (80.0)
g S. epidermidis 2 2/2 (100)
5 S. faecalis 1 1/1 (100)
'3:-) S. intermedius 1 1/1 (100)
;; P. aeruginosa 1 1 1/2 (50.0)
% | Pseudomonas 2 1 1 3/4 (75.0)
= | K. pneumoniae 1 1/1 (100)
E. agglomerans 1 1/1 (100)
Total 29 2 1 4 10 30/36(83.3)
Table 7 Sensitivity distribution of bacterial isolates
MIC (ug/ml)*
Bacterial isolated Total
<0.025 | 0.025 | 0.05| 0.1 | 0.2 |0.39|0.78|1.56|3.13|6.25|12.5| 25 50
S. aureus 2 10 2 14
S. epidermidis 1 1 2
Staphylococcus 2 2
S. faecalis 1 1 2
S. intermedius 1 4 2 7
S. faecium 1 1 2
Peptococcus 1 1 2
Peptostreptococcus 1 1 2 1 2 1 8
Propionibacterium 1 1 2
GPB 2 2 1 2 8
K. pneumoniae 1 2
P. aeruginosa 1 1 3 2 7
Pseudomonas 1 1 1 1 5
GNB 2 1 5
Total 1 7 8 18 5 8 9 5 1 1 68

% : 106 cfu/ml
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Table 8 Nasopharyngeal tissue, fluid in sinus and serum concentrations of BAY o 9867

—— 200mg single administration p.o. ——

Sampling time after

Tissue, Fluid in sinus

Case .
o admini%tration Serum( cor/lceln)tratlon . l Concentration
X (min.) ug/m ample (1g/g, ml)
40 0.57 Nasal polyp 0.51
1
63 0.47 Fluid in sinus 0.12
Sinus mucous membrane 3.34
2 50 1.61
Fluid in sinus 0.02
3 65 0.34 Nasal polyp 0.12
4 75 0.51 Nasal polyp 0.86
Sinus mucous membrane 0.78
5 77 0.68
Fluid in sinus 0.04
78 0.11 Nasal polyp 0.08
6
80 0.05 Sinus mucous membrane 0.14
80 0.81 Fluid in sinus 0.03
7
125 0.69 Mucous membrane of nasal cavity 0.75
Mucous membrane of nasal cavity 0.78
8 85 0.69
Fluid in sinus 0.02
90 0.16 Sinus mucous membrane 0.05
9
120 0.27 Mucous membrane of nasal cavity 0.11
10 90 0.33 Sinus mucous membrane 0.31
11 95 0.92 Sinus mucous membrane 1.59
100 1.37 Mucous membrane of nasal cavity 1.15
12 Sinus mucous membrane 1.02
120 1.09
Fluid in sinus 0.04
13 100 0.35 Sinus mucous membrane 0.35
14 100 0.92 Sinus mucous membrane 1.27
15 100 0.44 Mucous membrane of nasal cavity 0.55
Sinus mucous membrane 1.01
16 125 0.39
Fluid in sinus 0.10
130 0.71 Sinus mucous membrane 0.91
17
148 0.54 Mucous membrane of nasal cavity 0.61
18 133 0.06 Mucous membrane of nasal cavity 0.05
19 135 0.02 Mucous membrane of nasal cavity 0.03
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Fig. 2 Nasopharyngeal tissue and serum concentrations of BAY o 9867
— 200mg single administration p.o.——
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Fig. 3 Fluid in sinus and serum concentrations of BAY o 9867
— 200 mg single administration p.o. ——
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LABORATORY AND CLINICAL STUDIES ON BAY o 9867 (CIPROFLOXACIN)
IN OTOLARYNGOLOGICAL FIELD

HisasHi SaiTo, YasuicHi OHBORI, SHIGERU FURUTA,
Makoto HasHIMOTO and MASARU OHYAMA
Department of Otolaryngology, Faculty of Medicine, Kagoshima University

SATOsHI OQHNO
Department of Otolaryngology, Minami Kyushu National Central Hospital

Takuo MAEYAMA
Department of Otolaryngology, Miyakonojo National Hospital

Ikuo OHNO and TAKEHIRO HANADA
Department of Otolaryngology, Kagoshima Prefectural Ohshima Hospital

Kazuaki Ocawa
Department of Otolaryngology, Kagoshima Prefectural Hokusatsu Hospital

BAY o 9867, a newly developed quinoline carboxylic acid derivarate, was evaluated experimentally and clinically.
The results obtained were as follows.

1. For the clinical efficacy of 66 cases with the infectious disease in otolaryngological field there were excellent in
30 cases and good in 27 cases, showing the efficacy rate of 86.4%.

2. The drug showed a dominant sensitivity for broad strains of both gram—negative and gram—positive bacteria.

3. After oral administration of 200mg at the time of fasting, the equal or higher amounts of the drug, compared with
serum levels were distributed in such tissues as mucous membranes of nasal and paranasal cavity.

4. Adverse effects were noticed in 3 cases of 69 cases (4.3%) such as eruption in one case, abdominal pain in one
case, a feeling of dizziness and tingling pain of tongue in one case respectively.

From the basis of these results, it may suggest to be one of useful and safe drugs for otolaryngological infections.



