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1) Attempt any THREE questions each from Section-I and Section-11.
2) Figures to the RIGHT indicate full marks.
SECTION-I
Q.1 What are the major steps involved in outsourcing of manufacturing (10)
operations.
Q.2 Discuss principles involved in purchasing of materials in pharmaceutical (10)
manufacturing plant.
Q3 Discuss design, site location and construction, requirements of equipment in  (10)
detail.
Q.4 Write short notes on any TWO of the following: (10)
a) Personnel selection and training
b) Reference and working standards
¢) Waste material management
SECTION-II
Q.5 Discuss in detail manufacturing aspects of sterile pharmaceutical products. (10)
Q.6 Define cross contamination and elaborate on avoiding it in pharmaceutical (10)
production. ‘
Q.7 Briefly discuss documents and formats in pharmaceutical manufacturing (10)
operations.
Q.8 Write short notes on any TWO of the following: (10)
a) Recalled products
b) Process deviations
¢) Manufacturing of biological products.



