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Table 1. TBPM pharmacokinetic parameters after single oral administration of TBPM-PI fine granules at 200 mg (potency) alone, or with

20 mg of famotidine or 896 mg of dried aluminium hydroxide gel, 800 mg of magnesium hydroxide in healthy male volunteers

Administration Crnax AUCop-0 Emax ti/2 Urinary excretion
(ug/mL) (ug - hr/mL) (hr) (hr) (0-24 hr) (%)
TBPM-PI alone 7.3%29 85+ 1.7 0.7£0.41 0.84£0.20 59.5+9.1
TBPM-PI with famotidine 2.7%09 57+13 1.3+0.64 1.03+0.23 458+ 11.7
TBPM-PI with dried aluminium hydroxide 4114 6718 0.9+0.41 0.90 £0.20 49.4£9.0
gel magnesium hydroxide

Mean=SD (n = 12)
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Fig. 1. TBPM plasma concentration and cumulative urinary excretion after single oral administration of TBPM-PI fine granules at

200 mg (potency) alone, or with 20 mg of famotidine or 896 mg of dried aluminium hydroxide gel, 800 mg of magnesium hydrox-

ide in healthy male volunteers.
Mean (n = 12)
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Effect of gastric pH-raising drugs on tebipenem pivoxil fine granules pharmacokinetics
in healthy male volunteers

Mitsuyoshi Nakashima”, Jun Morita” and Kazumasa Aizawa”

U Hamamatsu Institute of Clinical Pharmacology & Therapeutics, 40-3 Sukenobu, Naka-ku, Hamamatsu, Shizuoka,
Japan
? Clinical Research Department, Meiji Seika Kaisha, LTD.

We assessed the effect of gastric pH-raising drugs such as famotidine and dried aluminium hydroxide gel
magnesium hydroxide on the pharmacokinetics of tebipenem pivoxil( TBPM-PI) fine granules, an oral
carbapenem antibiotic and TBPM prodrug.

We assessed the pharmacokinetics of TBPM-PI fine granules at 200 mg (potency) when administered com-
bined with 20 mg of famotidine or with 896 mg of dried aluminium hydroxide gel, 800 mg of magnesium hy-
droxide. Cu.x was lowered to 40-60%, AUCo-- to 70-80% and urinary excretion to 80% of that after admini-
stration of TBPM-PI alone.

We concluded that appropriate dose and regimen are recommended when TBPM-PI fine granules are ad-
ministered with gastric pH-raising drugs, given that such drugs influence TBPM-PI pharmacokinetics.



