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(Nﬁll-PCl Scheme) (IND) Application and Clinical Research Protocols.
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Note: 1) Atlemptany five questions,
11) All questions carry equal marks,
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I. Give a detail account on regulatory requirements for drug

approval.
2. What do you mean by quality risk management? Write an
exhaustive note on technology transfer agencies in India.
3. Discuss pilot plant scale up considerations for solids and semi- WWW_pharmacylndla.co.ln
solids. i
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4. 'Write an exhaustive note on quality management systems. "PINDIA™ and Send to
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5. What are the different regulatory authorities? Discuss the role

of regulatory affairs department and responsibility of
regulatory affairs professionals.

6. Discuss the concept of Quality, Total Quality Management and
Quality by Design (QbD).
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