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Biopharmaceutics Classification

pH1 7.5 250 mL

e Caco-2 > metoprolol etc
or
e F (Human) > 90%



Biophar maceutics Classification System
BCS)

Class 1 Class 2 N
High Solubility Low Solubility

High Permeability High Permeability

Class 3 Class 4
High Solubility Low Solubility
L ow Permeability Low Permeablllty
1 10 100 250 1000 10000 100000

Solubility: Volume (ml) of water required to dissolve the highest dose
strength at the lowest solubility over pH 1-7.5 range
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Biowalver
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In vivo In vitro

7 50 rpm

Complex and variable Consistent




Biowaiver

Waiver of In Vivo Bioavailability and Bioegivalence Studies for
Immediate-Release Solid Oral Dosage Forms Based on BCS

Class (HS/HP)

Rapid Dissolution 30 85%

(100rpm) (50rpm)
fluid (pH)
a. 1.2 or (SGF) without enzymes
b. 45
c. 6.8 or (SIF) without enzymes
EXxcipients

large quantities of certain excipients may be problematic,
such as surfactants (e.g., polysorbate 80)



Possibility of Biowalver based on BCS Concept
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BCS: The Scientific Basis for Biowaiver Extensions
Pharmaceutical Research, Vol. 19, No. 7, p921- (2002)
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