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GastroPlus®

Mechanistically based simulation software
package that simulates intravenous, oral, oral
cavity, ocular, inhalation, dermal, subcutaneous,
Intraarticular and intramuscular absorption,
biopharmaceutics, pharmacokinetics, and
pharmacodynamics in humans and animals.
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Widen dissolution acceptance criteria

Other

Alternative approach for demonstration of BE to fulfill the 505;
requirements

Support major CMC changes (e.g. manufacturing site changes
or process changes)

Widen drug product specifications (e.g. PSD or hardness)

All of the above
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The goal: predict InVivo PK

Formulation In Vitro In VIVOo
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PBBM & GastroPlus
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