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Biopharmaceutics Classification System-based Biowalivers
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Biopharmaceutics Classification System(BCS)
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@ Are there any qualitative and/or quantitative excipient differences
between the test and reference formulation?

Yes: @~ . No: Biowaiver®D ] gEE Y
@ Are there excipients in the formulation with a known or suspected effect
on drug absorption?

Yes: @~ . No: @~
@ Is the excipient difference likely to affect absorption for the drug under
consideration, taking into account:

the amounts used in test and reference formulation

the mechanism by which the excipient impacts absorption
the absorption site, rate and mechanism of the drug substance.

Yes: Biowaiver 7~8], No: @~
@ s the drug substance BCS Class 1 or Class 3?
Class 1:BiowaiverdrgetEdH Y. Class 3: A
® Are all other excipients qualitatively the same and quantitatively similar?

Yes: Biowaiver®a[gE{E#Y) . No: Biowaiver 4~ H]
* - K5 2RGLMDecision treelc&E D=0 &;
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1. INTRODUCTION
1.1 Background and Objective
1.2 Scope
2. Biopharmaceutics classification of the drug substance
2.1 Solubility
2.2 Permeability
3. Support of the eligibility of a drug product for a BCS-based
biowaiver
3.1 Excipients
3.2 In vitro dissolution
4. Documentation
5. Glossary
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