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Abstract

This study was conducted to compare the quality of the generic preparations
of cefoxitin and ceftazidime with the innovator preparations. The first part of this
study involved in vitro quantitative studies of cefoxitin and ceftazidime in 1000
mg intramuscular dosage forms. Amount of cefoxitin (in 6 vials of Cefoxin® and 6
vials of Cefxitin®) and ceftazidime (in 6 vials of Fortum® and 6 vials of Cef-4®)
were assayed by high performance liquid chromatography. The second part of this
study involved bioequivalent testing and pharmacokinetic studies of cefoxitin and
ceftazidime in healthy Thai volunteers. Twenty four healthy volunteers, twelve in
each group participated in the studies. The two studies were randomized double-




blind two period crossover studies with 1 week washout period between each visit.
Cefoxitin (Cefoxin® and Cefxitin®) and ceftazidime (Fortum® and Cef-4®) were
given intramuscularly to subjects in each group. Blood samples were collected
before and at 10, 20, 30, 45, 60, 90, 120, 180, 240 and 360 min after dosing in the
group received cefoxitin; before and at 5, 15, 30, 45, 60, 90, 120, 180, 240, 360
and 480 min after dosing in the group received ceftazidime. Plasma concentrations
of cefoxitin and ceftazidime were determined by high performance liquid
chromatography. Individual concentration-time profiles of both drugs were fitted
with one compartment to determine the pharmacokinetic parameters. Mean amount
of cefoxitin was slightly lower for the generic Cefxitin® with the mean value of
1061.43 + 28.42 mg compared to 1077.05 & 17.10 mg for Cefoxin® (P = 0.28).
Mean amount of ceftazidime was slightly lower for the _generic Cef-4® with the
mean valué of 1030.16 + 24.37 mg compared to 1056.00 + 14.99 mg for Forum®
(P = 0.05). There was no statistically significant difference between the pharmacokinetic
parameters of Cefoxin® and Cefxitin® and the relative bioavailability of the
generic Cefxitin® was 98 & 15 % of Cefoxin®. No statistically significant difference
between the pharmacokinetic parameters of Fortum® and Cef-4® was observed
and the relative bioavailability of the generic Cef-4® was 98 + 12 % of Fortum®.
It was concluded that: 1) the mean amounts of cefoxitin and ceftazidime in both
formulations (Cefxitin® vs Cefoxin® and Cef-4® vs Fortum®) were insignificant
difference and were up to the standard of the Thai FDA; 2) the two preparations of
both drugs were considered to be bioequivalent; 3) the -pharmacokinetics of
intramuscular cefoxitin and ceftazidime in healthy Thai volunteers were similar to

that reported from other studies in Caucasian subjects.
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