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Noles l. AII question carry cqual marks.
2. Answer &ny five questions.
3. tlse ofpen Blue/Black irklefill or y lbr nriting the arswer book.

Disouss the concepts : Quality Assurance & quality control in dctail 1.t

Write in dctail abour quality control documentation, batch release documents, distribution
& recall records.

1{

Explain thc concept ofTQM in rclatioD to pharmaccutical industr,. Add a note on
ISO:14000-
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Discuss various aspccts that should be considered during validation of solid dosage form
specilically tablets.

Discuss method development protocols rl'ith ref'erencc to IIPLC & I llR mcthods.

Discuss statistical methods for uniformig & dissolution testing.

Waile notes on atry two.

i) ISO 900112000.

ii) Steps involved in retrieval & disposal ofdocuments in phamaceutical Mfg uoits.

iii) SUPAC & PAl'.
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