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BIOPHARMACEUTICAL CLASSIFICATION SYSTEM

A scientific framework for classifying drug substances based on
their aqueous solubility and intestinal permeability

Established by GordonAmidon et al.

BCS has gained importance worldwide asa drug product 
regulation tool for scale-up and post- approval changes

The aim of the BCS is to provide a regulatory tool for the replacement
of certain BE studies by conducting accurate in vitro dissolution tests.
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FACTOR AFFECTING ON BCS
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SOLUBILITY
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PERMEABILITY
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DISSOLUTION
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BIOPHARMACEUTICAL CLASSIFICATION SYSTEM 
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CLASS I HIGH SOLUBILITY HIGH PERMEABILITY
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CLASS II LOW SOLUBILITY HIGH PERMEABILITY
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CLASS III HIGH SOLUBILITY LOWPERMEABILITY
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CLASS IV -LOW SOLUBILITY LOW PERMEABILITY
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BCS CANBE USEDASA KEYCOMPONENTTO GUIDE DRUG

DELIVERY SYSTEMDESIGNFORANY ROUTE OF

ADMINISTRATION
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SIGNIFICANCE OFBCS
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1.What is the Biopharmaceutics Classification System (BCS)?

ASSESMENTS
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2.A drug has high solubility but low permeability. Into which 

BCS class does it fall, and what formulation strategies can 

improve its bioavailability?
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3.How does particle size reduction affect the BCS class II drug’s

bioavailability?
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4.How can prodrug formation help improve the

permeability of BCS Class III drugs?
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5.Compare the rate-limiting steps of absorption for BCS

Class I and Class IV drugs.
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