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l.
GLP (Good Laboratory
Practice)
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Orientation

GLP* General Provisions’ and*® Organization and Personnel”

GLP* Facilities’ and“ Equipment”

GLP* Testing Facilities Operation” and“ Test and Control Articles’
GLP* Protocol for and Conduct of a Non-clinical Laboratory Study”
GLP* Records and Reports’

GLP* Disgualification of Testing Facilities”

GLP* Timing of Pre-clinical Studiesin Relation to Clinical Trials’
GLP* Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceutical s’
10 GLP* Safety Pharmacology Studiesfor Human Pharmaceuticals’

11 Toxicokinetics 1

12 Toxicokinetics 2

13 Research ethics

14 Chemica analysis 1

15 Chemical analysis 2
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Attendance and active participation 50%
Presentation50%
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Handouts
1.Code of Federal Regulations ICH Guideline
2Lu sBASIC TOXICOLOGY 4th edition Frank C. Lu and Sam Kacew, Taylor and Francis, 2002

Creditsof “ Introduction to Toxicology” and*® Occupationa health and environmental health sciences’
arerequired.
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