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1. Design an experiment for stability studies for a new active pharmaceutical ing‘re‘dient for

yuality control and assurance, (3]

Q2. Discuss various parameters of HPLC systems which can afkfé_‘ctk -'the' analytical quality of
measurements? How system suitability tests are used to ensure the"_dﬁélity of the data and of the

analysis? [4]

(3. It is essential to follow ¢GMP and Good Documentation guidelines to ensure quality of

finished product/API. Jus'ify the statement. [31

L4 Answer/exp:iin the 1sllowings qués_ti(_.).ns.
a) Compare Quality control vs, 'qﬁélity assurance 1]
b) How to ensure quality of ré\}v material received in manufacturing unit. [1]
¢) How infra red sﬁectra can be used for quality testing of API. Explain [1.5]
d) Explain basic aim and benefits of ISO certification system. [1.5]
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