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Fig. 1.

Plasma concentration of TBPM after single oral administration of TBPM-PI fine granules

at 250 mg as potency in fasting and non-fasting states.
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Table 1. Pharmacokinetic parameters of TBPM after single oral administration of TBPM-PI fine
granules at 250 mg as potency in fasting and non-fasting states.
Cmax tmax t1/2 AUCO-OO
condition
(ug/mL) (hr) (hr) (ug*hr/mL)
Fasting state 6.77£2.24 0.88 £0.42 0.76 £0.13 9.45£1.36
Non-fasting state 4.03 £1.01 1.21+£0.64 0.69 £0.11 891 +1.82

(mean + SD, n=12)

Table 2. Estimate and 95% confidence interval of pharmacokinetic parameters after single oral

administration of TBPM-PI fine granules at 250 mg as potency in fasting and non-fasting states.

Estimate 95% LCL 95% UCL
Chnax Non-fasting / Fasting state (%) 61.0 46.8 79.4
AUCy.., Non-fasting / Fasting state (%) 933 86.8 100.4
tmax Non-fasting - Fasting state (hr) 0.333 -0.131 0.798
tip Non-fasting / Fasting state (%) 90.6 83.9 97.7
TBPM urinary excretion Non-fasting / Fasting state (%) 102.1 95.7 108.8
LJC11,562 urinary excretion Non-fasting / Fasting state (%) 96.0 89.8 102.7
TBPM+ LIC11,562
Non-fasting / Fasting state (%) 101.0 95.3 107.0
urinary excretion
12.1+£2.6%, TBPM+LJC11,562 TiX, 73.8% %g

7.5%, 744+62% TH 0 , m{E5#H D TBPM k6
KU'LIC11,562 D BARR PRI FI% T h - 72
(Fig. 2).
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Fig. 2. Cumulative urinary excretion of TBPM, LIC11,562 and TBPM + LJC11,562 after single oral
administration of TBPM-PI fine granules at 250 mg as potency in fasting and non-fasting states.
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Effect of diet on the pharmacokinetics of tebipenem pivoxil fine
granules in healthy male volunteers

MiTsuyosHI NAKASHIMA
Hamamatsu Institute of Clinical Pharmacology & Therapeutics

JuN Morita, TosHiHIKO TakaTta and Kazumasa Aizawa
Clinical Research Department, Meiji Seika Kaisha, LTD.

Tebipenem pivoxil (TBPM-PI), a novel oral carbapenem antibiotic, is a prodrug of tebipenem
(TBPM). We assessed the pharmacokinetics of TBPM-PI fine granules at 250 mg as potency in healthy
male volunteers in fasting and non-fasting states.

C...x of TBPM in the non-fasting state was lowered to approximately 60% of that in the fasting state,
however AUC,__, and urinary excretion of TBPM in the non-fasting state were almost equivalent to those
in the fasting state when TBPM-PI fine granules were administered.

In conclusion, the absorption rate of TBPM-PI was reduced in the non-fasting state after the admin-
istration of TBPM-PI fine granules, but intake of food had little influence on the absorption amount of
TBPM. Thus the effect of diets on the pharmacokinetics of TBPM-PI would raise no problem in clinical

use of TBPM-PI.
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