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Note: All questions are compulsory. Carrying of mobile phone during examinations wrll be
treated as case of unfair means. 9

Q1. How quality assurance is ensured in research and development laboratory? EXplain with
suitable QA sheet example. : - [COII][3]

Q2. How quality of design, conformance and performance influence the quality of product and or

service? epe [COI][3]
Q3. Explain how ISO standard is linked with quality? When.thcy are created? [COI] [3]
Q4. What are frequently cited quality concerns in prc;duc;tiép of biopharmaceutical?  [COI][3]

Q5. What is the importance of critical quality’ aftr‘ibutes in development of biosimilars?
' [cot[3]



