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I. Elaborate on: (2x20=40)
1. Describe regulatory guidelines for conducting toxicity studies as per schedule — Y.
2. Describe detail concepts and importance of safety pharmacology.

I1. Write notes on: (7x5=35)

Alternative methods to animal toxicity studies.
Principles of toxicokinetics.

Write briefly ICH guidelines toxicity studies.
Acute eye irritation toxicity studies.

Invivo methods of genotoxicity studies.

Assessing renal toxicity studies.
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Invivo methods of assessing female reproductive toxicity studies.
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