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Drug action in human body; basic pharmacokinetic principles concerning
absorption, distribution, biotransformation, metabolism and elimination of drugs after
common routes of administration; mathematical aspects of orders of pharmacokinetics.
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Course introduction

Introduction to Biopharmaceutics and Pharmacokinetics
- Definition of biopharmaceutics & pharmacokinetics

- Biopharmaceutics considerations

- Relationship between biopharmaceutics &
pharmacokinetics

- Pharmacokinetics parameters

2.N.NEANGY §IUEINAl
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15 1.A. 68

Chemical Kinetics and Pharmacokinetics Process
- Kinetics of chemical decomposition

- Pharmacokinetics processes, rate and order of
reaction

- Factors affecting reaction kinetics

2

5A.05.08.8971501 GudnSteuna

22 1.A. 68

Biopharmaceutical and Drug Absorption
- Principles of drug absorption
- Effects of biological and other factors on drug

absorption

HPLAT.NEY. AN FUFUNS

29 1.A. 68

Pharmaceutical Factors Affecting Drug Absorption
- Effects of physical and chemical properties of drug

- Effects of formulation factors and it’s dosage forms

HALAT.NEY.YANN AUFUNE

5 N.N. 68

Pharmacokinetic Models & Compartmentalization:
One and Two Compartment Model (1)
- IV bolus

- IV infusion

5A.03.08).301A7 dudseand
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Pharmacokinetic Models & Compartmentalization:

One and Two Compartment Model (Il)
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- Oral absorption

- IV infusion absorption

#OUNANNA TUN 24 NUAMUS - 7 JurAw 68 (ATIN

1-4)

12 9.0, 68

Bioavailability

- Definition

- Type of Bioavailability

- Bioavailability calculation

- Parameters for Assessment of Bioavailability
- Factors Influencing Bioavailability
Bioequivalence study

- Type of Bioequivalence

- Ethical considerations

- Study protocol and designs

- Data analysis

WA.AT.NEYATEN LAY

19 1l.A. 68

Biowaivers

- Biopharmaceutics classification system (BCS)
- Biowaivers base on BCS

- Regulatory applications of the BCS-based
biowaivers

- Data to support a biowaiver request
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Dosage Regimens

- Single dosing & multiple dosing

- Steady state blood level of multiple dosing
- Loading dose and maintenance dose
Multiple-Dosage Regimens

- Repetitive intravenous injection

- Multiple oral dose regimen
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In Vitro-In Vivo Correlation (IVIVQ) (1): Strategic Tool in
Dosage Form Development

- Definition, purpose and levels of IVIVC

- IVIVC Models
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- Validation of IVIVC Model

12

9 11.8. 68

In Vitro-In Vivo Correlation (IVIVC) (Il): Factors to be
Consider in Developing a Correlation

- Biopharmaceutics classification system (BCS) and its
application

- In vitro dissolution and /n vivo absorption

- Application of IVIVC
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Biopharmaceutics of Controlled Release and Drug
Targeting Dosage Form (1)
— Biopharmaceutical consideration of drug dosage form

and its stability
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Biopharmaceutics of Controlled Release and Drug
Targeting Dosage Form (Il)
- Drug absorption and duration of action

- Kinetics pattern and formulation development
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