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Notes l. Al1 qucstion catry equal marks.
2. Ansucr any five question.
3. Us€ ol pel Blue/Black ink/relill only lor \\Titing the ans$'er book.

Expiain in detail about B.A, B.E study & !\rite thc role ofCRO in B.A B.F- study.

i) Explain the impact ofllalch - Waxrnan n'ct on drug dcvelopment process.

ii) Conrmclt on post marketing sun'cillancc.

Explain in detail new drug application & add a notc on INDA.

i) Discuss in detail about "inv€stigalor" in rclation to cliflical trials.

ii) ( orument on HIPdA.

i) Explain in detail ICH QIB in relation to photustability ofnew drug subslance.

ii) Discuss about slability testirg ofAPl & finishcd phamraceutical product as per WHo

i) Discuss in detail about (l'tD & ECTD.

ii) Discuss about rcgulation ofmcdical dcvices.

Write notes on any t o.

. i) Pharmacovigilance.

ii) CMC for ncw drug.

iii) Regulation of prcscription drug as per TCA.

iv) SUPAC.
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