
P. Pages : I

finre : Three Hours

M. Pharm. Scoond Scmester (Quality Assurance) Qrlerv)
35359 : Audits and Regulatory Compliance : MQA 203 T

fliililllilil1il
AU - 0778

N1ax. iuark : 75

I

2

6

1

Noles : 1. AII question cary equal marks.
2. Ansraer any five qucstion.
3. lllustrale yolll answer neccssary \vith the help of neat sketches.

Wdtc in detail about planning lbr conduct ofaudit in pharmaceutical nlanLrfacturiDg planr. 15

Writc i| detail stcps involved i11 audil oftableting proccss.

3. a) Wdte a nolc on Resources for conducting audit.

b) Write ir short nvalualior paranreters involved in audit ofan] one pharmaceutical product. 7

l. Write thc auditing methodolog] adopled for microbiological auditing ofpackaging
matcdals.

15

Write importance ofauditing. IIVAC s)stem for qualitl assura[cc ofmanufactured
products.

l5

\\'ritc in detail oG\IP Regulatiors for quality goods manufacturing. 15

Write in detail ahout t)bjcctiYes and maragcnrent ofaudit. l5
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