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I)efine validation. Dcscribe validation of solid dosage fonns.

flxplailr slcps involvcd in pharmaceutical manufacturillg documentation.

Explain concept of'l otal Quality nunagcmc[t' & \-!ritc note on ISO 9001 : 2000
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Write note on.

a) N,lethod delelopnrent protocol for UV

b) Validalion oI\!arter'& air haldling systenr.

Discuss slatistical mcthods lbr uliformity aod dissolution testing

Discuss documentation rcquirement for GMI' compliance.

Write short note on any two.

a) ivlcthod do'clopment protocol for FTIR.

b) Retricval and disposal ofdocuments.

c) Master lbmrula record. Batch record.
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All qucslion carry cqual marks.
Answcr any five.
illustralc your ansrver necessar;,with the hclp ofneat sketches.
Use ofpen Bluc/Black inli,'rcfill only lor rwiting the answer book
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