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2. Cumulative TBPM urinary excretion after single oral administration of
200 mg of TBPM-PI (potency) fine granules.
(Mean)

Table 1. TBPM pharmacokinetic parameters after single oral administration of 200 mg of TBPM-PI (poten-
cy) fine granules

. Crnax tmax ti2 AUCp- Urinary excretion
Condition N
(ug/mL) (hr) (hr) (ughr/mlL) (0—24 hr) (%)
Fasting 11 7.84+2.39 0.74%0.33 0.82+0.24 8.55+1.49 64.3+6.7
Eating a meal 12 3.23%+0.73 1.08 £0.48 0.64%0.06 7.26 + 1.41 63.0+5.6
Eating ice cream 12 4.46 +0.82 0.92+0.34 0.67 = 0.06 7.35+1.27 60.7£9.7
Eating pudding 12 4.14%0.79 0.89+0.37 0.68 = 0.08 7.42+*1.59 543+7.7
(Mean = SD)
Table 2. Estimate and 95% confidence interval of pharmacokinetic parameters after single
oral administration of 200 mg of TBPM-PI (potency) fine granules
Estimate 95% LCL 95% UCL
Eating a meal/Fasting (%) 41.7 34.2 50.8
Cinax Eating ice cream/Fasting (%) 58.1 47.7 70.8
Eating pudding/Fasting (%) 53.8 44.1 65.5
Eating a meal/Fasting (%) 82.3 74.5 90.8
AUCo-o Eating ice cream/Fasting (%) 83.5 75.7 92.2
Eating pudding/Fasting (%) 839 76.0 92.6
Eating a meal-Fasting (hr) 0.341 0.021 0.662
tmax Eating ice cream-Fasting (hr) 0.182 - 0.139 0.502
Eating pudding-Fasting (hr) 0.147 - 0.174 0.468
Eating a meal/Fasting (%) 79.4 71.3 88.5
ti/2 Eating ice cream/Fasting (%) 83.9 75.3 93.5
Eating pudding/Fasting (%) 84.5 75.8 94.2
Eating a meal/Fasting (%) 97.6 88.8 107.3
Urinary excretion Eating ice cream/Fasting (%) 93.3 84.9 102.6
Eating pudding/Fasting (%) 83.7 76.1 91.9

LCL: lower confidence limits, UCL: upper confidence limits



98 H A& AL % # & &

ME BE MAR. 2009

=

m = =

TBPM-PI oM@z, AT L T, &% 74
27— AERB LT VERIZX Y, TBPM @ Co
13# 40~60% (KT L, o 1 0.1~0.3 hr FREERIE L
AUCo=13# 80%, BRFEIRHPRIRIZIZIZFAEETDH -
2o INLOERLY, B, TAAZY)—2ERBX
7)) VAN, BNEPRDRE R QUL I S W B
DETZL725FTH00, REHOWI R IZMARE L 2
bHT, BEALRELLVWEEZ N, T2, I
5 3D J51:0 TBPM-P1 O 3EW B REIZ KT 5%
MEETH o722 95, TBPM-PIMIK %27 4 2 2
V=2 F72037) Y EERLEGAETH, ERES L6
MOEWEEIR SN, FEOAEMEISFETE 5 L&
25Nz, Gl HEEABEE L E LTHRE L7228
FEESPEMICHR O 5w, BB 3 A A TRACED
{OZEPHREINTVBEIERELY, ARIZBVTY
SHORNE MR R OND LEZBND,
T/, REMTHKRINIKE RME L %2 2 IR
DN o7

VEXY, TBPM-PIMkL 2 B F721%, 74 A2 ) —
L, FY U EEBHIRAT A Z EIZEDHEOBN DS
FRERMET RV EEZ 5N,

o Er

ARBROFERGIZE L, SBRFER R OREEMmE LT

ZREMRT 272wz,

IR AERE Y —E—

=) =y 7 EREEBIRSESEICERH LT,

1)

X ik
Miyazaki S, Hosoyama T, Furuya N, Ishii Y, Matsu-
moto T, Ohno A, et al: In vitro and in vivo antibacte-
rial activities of L-084, a novel oral carbapenem,
against causative organisms of respiratory tract in-
fections. Antimicrob Agents Chemother 2001; 45:
203-7
HESGEF, REAMERE, RBRERESE, HH IE, KA,
NEHEWG, A BT AT VRO 7 = 2K, S
1108 » 5 1 AHEF PR 5%, Chemotherapy 1993; 41 (S-1):
109-25
BH B B B NE R BRSO HRDE
7 x AF], ME1207 OERIR 86— #HEB#, Chemotherapy
1992; 40 (S-2): 105-19
REGRE, RAMRE, HRFD, Kk, JHE,
SEAR BE, Ml B AR A RER DO PUA Y E SY5555
DO T HIERRER, Chemotherapy 1993; 41: 1277-92
Sato N, Kijima K, Koresawa T, Mitomi N, Morita ],
Suzuki H, et al: Population pharmacokinetics of tebi-
penem pivoxil (ME1211), a novel oral carbapenem
antibiotic, in pediatric patients with otolaryngologi-
cal infection or pneumonia. Drug Metab Pharma-
cokinet 2008; 23: 434-46
Agunod M, Yamaguchi N, Lopez R, Luhby A L, Glass
J B: Corelative study of hydrochloric acid, pepsin
and intrinsic factor secretion in newborns and in-
fants. Am ] Dig Dis 1969; 14: 400-14

Effect of diet including ice cream and pudding on tebipenem pivoxil fine granules
pharmacokinetics in healthy male volunteers
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We assessed the pharmacokinetics of tebipenem pivoxil(TBPM-PI) fine granules, an oral carbapenem anti-
biotic, and TBPM prodrug, in healthy male volunteers during fasting and nonfasting. We also studied the ef-
fect of dairy products such as ice cream and pudding, which are likely to be consumed by pediatric patients,
instead of meals on TBPM-PI fine granules pharmacokinetics in healthy male volunteers.

We assessed pharmacokinetics at 200 mg (potency) during fasting and after a meal, ice cream, or pudding.
The Cui and AUCo- of TBPM after a meal, ice cream, or pudding were 40—-60 and 80% of those in the fasting
state, and urinary excretion was comparable between fasting and nonfasting.

In conclusion, TBPM-PI absorption rate was lower during nonfasting after the administration of TBPM-PI
fine granules. Eating a meal, ice cream, or pudding influenced the amount of absorption only negligibly, if at

all.



