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1. All question carry equal marks.
2. Answer.ny fiyc question.
3. Illustrale your answer necessary with the help of n€al skslcheg.
4. Use ofper Blue/Black inl/refill only for $riting the answer book

Cive the detail accouot ofNew Drug Application.

Disouss Australian TGA guidelines in details.

Discuss thc pollution 6nd Environmental Confiol Act.

Discuss the salient lbatures ofD & C Act. 1940.

Cornment on followings

a) Preparation ofpatent proposal.

b) Rcgistration ofpatent io India.

6. Discuss the ICH Guidelines for TDM & Bioequivalence

7. Wdte short notes on any two.

Dflrg Mastcr fi1e

Prevention offood Adulteration Act, 1954.
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iii) Master formula Rccord.
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