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Table 1. Background characteristics and allocation of 10 healthy male subjects
; Body Body Treatment
Group Subject ;\g(; height weight
no. yr (cm) (kg) Day I Day II Day Il Day IV
1 58 174 63
2 38 161 54
1 3 33 174 74 non-fasting — fasting —_
4 32 172 55
5 43 163 56
6 32 165 65
7 32 174 78
2 8 28 169 67 — non-fasting — fasting
9 33 166 69
10 28 163 62
Mean 35.7 168.1 64.3
+SD +90 | £ 51| = 8.0
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Serum 0.85 1.02 2.73 4.45 3.83 13.12
Saliva 2.23 0.19 3.05 0.97 3.72 7.61
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Simulation curves and pharmacokinetic parameters of NM394 after oral administration of NM441 in fasting
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Tmex Crmax T2 AUC MRT VRT
(h) (ug/ml) (h) (ug*h/ml) (h) (h?)
Serum 1.52 0.82 3.47 4.66 4.69 17.34
Saliva 2.38 0.19 3.24 1.00 3.93 8.33
Fig. 3. Simulation curves and pharmacokinetic parameters of NM394 after oral administration of NM441 in non-fasting
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Fig. 4. Effusion level of tooth extraction wounds of NM394 after

oral administration of NM441
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NM441, penetration in saliva and effusion level of tooth extraction wounds

Kazunari Karakida, Junko Yamazaki and Jiro Sasaki
Department of Oral Surgery, School of Medicine, Tokai University
Bouseidai, Isehara 259-11, Japan

We performed pharmacokinetic studies on NM441, a new quinolone, in the field of dentistry and oral
surgery.

1) NM441 was administered to 10 healthy subjects before and after meal at 200mg, and the serum and
the saliva concentrations of NM394 (an active form of NM441) were determined periodically.

A pharmacokinetic study was performed using a one-compartment model. The parameters of phar-
macokinetic analysis were as follows.

Serum . Saliva
Fasting Non-fasting Fasting Non-fasting
Tmax () 0.85 1.52 2.23 2.38
Cuex (ug/ml) 1.02 0.82 0.19 0.19
Ty (h) 2.73 3.47 3.05 3.24
AUC (ug-h/ml) 4.45 4.66 0.97 1.00

2) NM441 200mg was administered to 40 patients and the effusion of tooth extraction wounds of NM394 was
measured when tooth was extracted. At 1~5 hour after administration, the concentration in the effusion of
NM394 revealed 0.15~0.97g/ml.



