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All question carry equal marks.
Arswer live queslion.
lllustrate your answer necessary with the help of neat sketches.
Use of pen Blue/Black ink/refill only for writing the answcr book.

l. a) Define the following terms.

D Quaiiry
iii) Cost ofQuality

ii) Customer focus.

b) How the Qualily is evaluated? Give their dimelsions.

c) Classiry the customers, discuss various factoN affecting custooer perception.

a) Discuss in detail Total Quality Manageme (TQly0.

b) Write a note orr NABL certification and accreditation.

Discuss regarding Quality Management System ard packaging & labeling system ofsix
inspectioD system model.

What is Quality risk managemenl? Explain lcll guidelines for sl.ability testing of dmg
substances and drug products.

a) Defue and discuss the importance ofStatistical Process Contol (SPC).

b) Explain the Quality measuement in manufacturiry with statislical control chalts.

a) Discu.is the term development ofQuality culhrre with rcfeience to Regulatory compliance.

b) Explain irt deail Benchmarking?

Write a not€ on rny three.

a) Models ofcost of Quality.

b) WHO-GMP rcquircme ts.

c) HACCP.

d) IPQC.
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