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Instructions : 1. Attempt any one from 15 Marks Questions
2. Attempt any two from 10 Marks Questions

S.No

1

Course Knowledge
""" Outcome Level
CO 1 KL 3
CO 1 KL 3
CO1 KL 3
CO 1 KL 3
CO2 KL 3
CO2 KL 6
CO2 KL 3
CO2 KL 3

Question

Analyze 1SO 9000 series.
lllustrate GLP.

Analyze between cGMP & GMP ?

Analyze following-
a) GLP
b) USFDA

¢) WHO guidelines?
Analyze the importance of maintenance of
records in pharmaceutical industry?

Analyze content and format of NDA filing ?

Analyze the content and role of SOP in
pharmaceutical industry ?

lllustrate the list of documents required for
new drug approval ?
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