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Bioequivalence Test

Min Hwa Lee
College of Pharmacy, Seoul National University

1. Bioavailability2| 2|

1) Bioavailability is an absolute term that
indicates measurement of both the true rate and
amount(extent) of drug that reaches the general
circulation from an administered dosage
formV.
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Absolute bioavailability

Relative bioavailability

Bioequivalence

Equivalence is more a relative term that
compares one drug product with another or
with a set of established standards. Equivalence

may be defined in several ways:

1) Chemical equivalence indicates that two or
more dosage forms contain the labeled
quantities(plus or minus specified range limits)
of the drug.

2) Clinical equivalence occurs when the same
drug from two or more dosage forms gives
identical ¢» vivo effects as measured by a phar-
macological response or by control of a symp-
tom or disease.

3} Therapeutic equivalence implies that one
structurally different chemical can yield the
same clinical results as another chemical,

4) Bioequivalence (BE) indicates that a drug in
two or more similar dosage forms reaches the
general circulation at the same relative rate
and the same relative extent, ie, that the plasma
(blood or serum) level profiles of the drug
obtained using the two dosage forms are, within
reason, “superimposable”
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