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B.Pharmacy VI Semester (PCI Scheme)/
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Examination, May 2022

Choice Based Grading System (CBGS)

Quality Assurance
Time : Three Hours

Maximum Marks : 75
Note: 1)  Attempt any five questions. .
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it) All questions carry equal marks.
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111) In case of any doubt or disputé the English version
question should be treated as final.
faedt oft e & Wi sterar fiare YRRy F afih
& 519 P e HFT SR

I. What 1s good warehousing practices? Describe briefly
material management in a warehouse,
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2. What is the scope and importance of validation? What are
various parameters of analytical method validation?
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3. What is ICH? Write a brief overview of QSEM guidelines
Explain stability study guideline, |
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4. Explain the following:

a) Quality Audit

b) Calibration of pH meter
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5. Compare qualification, calibration and validation. How do you

calibrate a pH meter?
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6. Enlist various components of Master formulation record. How

a batch formula record is different than Master formulation
record.

AR TR Rars & e vemi o geflag a1 &R 1@ 39
Pivfer RIS AR SiereM Reld & ofem g7

7. What is quality by design concept? Discuss its elements and

tools. Describe the principle of NABL accregiitation._
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8. Write short notes on any two of the following:
a) QAandQC
b) SOP
¢) Master Formula record
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