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Table 1. Plasma and tissue levels after 1 g i. v. of cefluprenam
sl . Tissue (zg/ml or g) Toei
., Age|B.W.[Time | Plasma - — Tisse/plasna
N () k| i) g m Py S parotid
sinus gland | gland
1| F|67|73| 25| 782 171 219
2 |M|43]74] 70 | 301 615 204
3| M|29]51] 100 | 286 | 195 68.2
4 |M|44[73] 30| 686 184 %.8
5| M|[31]66| 30 | 483 10.5 21.7
6 |M|[44|73| 42 | 56.7 8.9 15.7
7|M|31|66| 45| 709 19.2 271
8 |M|45]|69| 55 | 56.0 12.3 22.0
9 |M|[59|66| 60 | 454 18.0 39.6
10 M|45]69| 65 | 48.2 10.5 21.8
11| M |59 |66 75 | 525 12.8 244
12| M |54 |82 80 | 40.1 9.05 226
13[F |45|60| 96 | 37.8 15.4 40.7
14 | M |54]82 95 | 454 9.75 215
15| F | 45|60 | 105 | 40.4 14.3 354
16| F |22]50( 115 | 19.8 5.2 26.3
17| F | 54|53 | 115 | 34.0 5.85 17.2
18| M|35(76| 125 | 23.4 5.15 22.0
19| F | 22|50 125 | 22.9 6.1 26.6
20| M [35(76| 130 | 286 6.95 24.3
21| F [54[53] 138 | 23.7 6.2 26.2
22| M |[56(75 55 | 474 28.4 59.9
23| M |65]50| 60 | 53.8 26.7 49.6
24| F [ 4258 60 | 40.5 23.6 58.3
25| M |62 (66| 60 | 44.3 12.9 29.1
26 | M [ 48178 | 86 | 266 21.1 79.3
27| M| 56|63 120 | 35.3 12.6 35.7
28 | M |51]67 40 | 47.7 18.1 379
29| F [50[53] 90 | 57.8 20.2 349
30 M|35]|76| 95 | 27.8 995 358
EO 80F ¢ ® Plasma
= 70t .« ° 4 Maxillary sinus
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Fig. 1. Tissue concentration after 1 g i. v. of cefluprenam.
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Table 2. Clinical efficacy of cefluprenam

Case | Age . . Dosage Organism Bacteriological Clinical ]
Diagnosis . . Notes
no. | Sex (g X times X days) (MIC xg/ml) response effect
33 . . .
1 M Acute sinusitis 1x2x6 Micrococcus sp. (0.78) | eradicated excellent —
35 L .
) M Acute sinusitis 1x2x4 (=) unknown excellent —
i 31 | Chronic sinusitis 1X2%5 X. maltophilia (>100) K 4
F |(acute exacerbation) H. influenzace (£0.025) unxnown £o0
27 - C. freundii (=0.025)
Acute tonsillitis 1x2x5 know d —
4 M K. oxytoca (=0.025) unknown £00
i S. pyogenes (£0.025)
5 F Acute tonsillitis 1x2x4 ‘EFH_IEK% (Ggg} eradicated excellent —
F. meningosepticum (6.25)
18 -
6 F Acute tonsillitis 1x2x8 N.F. unknown excellent —
62 - H. i enzae =0.025
7 Acute tonsillitis 1x2x2 influenzac ( %) unknown unevaluable —
M K. oxytoca (=0.025)
28 C. diversus (0.1)
cyens A. lwoffii (3.13) . .
8 F Acute tonsillitis 1x2X5 K. pneumoniae ssp. (£0.025) eradicated excellent
preumoniae
33 - P. aeruginosa (0.78) X
9 F Acute tonsillitis 1x2x3 S. pyogenes (<0.025) eradicated excellent
35 - "
10 M Acute tonsillitis 1x2x3 A. lwoffii (0.78) unknown unevaluable —
21 N . _ .
11 F Acute peritonsillitis 1x2x4 A. calcoaceticus (1.56) | eradicated good —
61 : GOT
—55—22
12 M Acute peritonsillar abscess 1x2x7 N.F. unknown good Gl;% 55=22
21—144—37
32 o
13 M Acute peritonsillar abscess 1x2x7 N.F. unknown excellent —
49
14 M Acute peritonsillar abscess 1x2x8 N.F. unknown excellent —
41 P. putida 0.78) .
15 Acut itonsi S 2 radicated excellent —
M cute peritonsillar abscess 1x2x9 Pscudomonas sp. 0.2) eradi
54 . . . . .
16 M Acute epiglottitis 1x2x7 A. calcoaceticus (0.78) | eradicated good -
39 . . . . :
17 F Acute epiglottitis 1x2x6 S. pneumoniae 0.2) unknown fair —
53
18 M Acute epiglottitis 1x2x6 N.F. unknown excellent -
41 . ) .
19 F Acute otitis externa 1x2%x6 S. aureus (3.13) | eradicated excellent —
N.F.: normal flora

NF-GNR: glucose non-fermentation gram negative rods
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Table 3. Efficacy of cefluprenam classified by clinical diagnosis
Diagnosis No. of Efficacy Efficacy rate
cases | excellent |good| fair [poor (%)
Acute sinusitis 2 2 2/2
e natersation| ! ! 11
subtotal 3 2 110 0 (3/3
Acute tonsillitis 5 4 1 5/5
Acute peritonsillitis 1 1 1/1
Acute peritonsillar abscess 4 3 1 4/4
subtotal 10 7 3 0 0 [10/10 (100)
Acute epiglottitis 3 1 1 1 2/3
Acute otitis exterma 1 1 1/1
Total 17 11 5 1 0 [16/17 (94.1)

Table 4. Bacteriological response of cefluprenam

No. of Eradication rat
Organism © ,O Eradicated | Persised | Unknown radication rate
strains (%)
S. aureus 2 2 2/2
S. pneumoniae 1 1
G(+)|S. pyogenes 2 2 2/2
Micrococcus sp. 1 1 1/1
subtotal 6 5 0 1 |5/5
K. pneumoniae 1 1 1/1
K. oxytoca 1 1
C. freundii 1 1
C. diversus 1 1 1/1
H. influenzae 1 1
P. aeruginosa 1 1 1/1
G(—)|Pseudomonas spp. 2 2 2/2
X. maltophilia 1 1
A. calcoaceticus 2 2 2/2
A. lwoffi 1 1 1/1
Flavobacterium sp. 1 1 1/1
NF-GNR 1 1 1/1
" subtotal 14 10 0 4 |10/10 (100)
Total 20 15 0 5 |15/15 (100)

NF-GNR: glucose non-fermentation gram negative rods
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We conducted a pharmacokinetic and clinical study of cefluprenam (CFLP) against the cases with
infectious diseases in otorhinolaryngological field. The results obtained were as follows.

1. The concentration ratios of CFLP in tissue versus serum were 25.7% for palatine tonsil (n=18), 36.8%
for maxillary sinus mucosa (n=3) , 52.0% for submandibular gland (n=6) and 36.2% for parotid gland (n=
3) after i. v. injection of CFLP at a dose of one gram.

2. In the clinical study, patients were given CFLP at a dose of 1 g twice a day by intravenous or drip
infusion. In 19 patients with otorhinolaryngological infectious diseases, the overall efficacy rate was 94.1% :
excellent in 11 cases, good in 5 cases, fair in 1 case and unevaluable in 1 case. The bacteriological eradication
rate was 1009%. In laboratory findings, an elevation in GOT and GPT was observed in one case. No adverse
drug reactions were observed in all cases.



