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SECTION - A

Answer all the questions.

Answer the following (10 marks x 5 = 50 marks)

1) Explain in detail about packaging of sterile products. How will you (10)
calculate percentage yield? Explain.

2) What is SOP? What are its benefits? Explain the method of (10)
preparation and maintenance of SOP.

3) Explain specifications, verification of specifications and shelf life of (10)
finished products as per WHO guidelines.

4) What is pharmaceutical quality system? Mention the objectives of (10)
GMP. How do you prepare Master plan?

5) Mention the contents and specifications for the purchase of raw (10)
material.

SECTION - B

Answer all the questions.
Answer the following (5 marks x 5 = 25 marks)

o) How will you calculate expiry date? Discuss accelerated stability (5
testing

7) Explain the In process quality control tests for Suppositories (5)

8) Discuss packaging operations. (5)

9) What is the difference between routine and periodic test for (5)
finished products? Explain. .

10) What are the secondary packaging materials used? Enlist various (5)
transport packaging tests



