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Introduction to biopharmaceutics

 Bioavailability: The rate and extent of drug absorption.

* Bioavailable dose: The fraction of an administered dose of a
particular drug that reaches the systemic circulation intact.

* Plasma level-time curve:
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Biopharmaceutical considerations in drug discovery and development
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Scheme demonstrating the importancg of biopharmaceutics in drug discovery and development.
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TABLE 1-1 Biopharmaceutic Considerations in Drug Product Design

Items

Considerations

Therapeutic objective

Drug {active pharmaceutical
ingredient, API)

Route of administration
Drug dosage and dosage

regimen

Type of drug product
L 3 is

Excipients

Mathod of manufacture

Dru3 dosade -

Drug may be intended for rapid relief of symptoms, slow extended action given once per day, or
langer for chronic use; some drug may be intended for local action or systemic action

Physical and chemical properties of APY, including solubility, polymorphic form, particle size;

impurities €2 59l ¢S o

C_r[_al,tupjm[, parenteral, transdermal, inhalation, etc

Large or small drug dose, frequency of doses, patient acceptance of drug product, patient compliance
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Orally disintegrating tablets, immediate release tablets, extended release tablets, transdermal, topical,
parenteral, implant, stc

Although very little pharmacodynamic activity, excipients may affect drug product performance
including release of drug from drug product

Variables in manufacturing processes, including weighing accuracy, blending uniformity, release tests,
and product sterility for parenterals

6

do s9e Redimen : s19¥) 0T oY Gedr



