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ROIUINO oo rrrramsmmessnennii
BP-606T (CBGS)
B.Pharmacy VI Semester (PCl Scheme)
Examination, June 2025
Choice Based Grading System (CBGS)

Quality Assurance

. Tirme : Three Hours
Maximum Marks : 75

Note: i) Attempt any five questions.
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ii) All questions carry equal marks.
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iii) In case of any doubt or dispute the English version
question should be treated as final.

et oft wepR & Teg st fFare & FRufy F sEdt wmEr
¥ we & Fiferd JHT ARNM

1. Write in detail about the overview, elements steps for
) registration and benefits of [SO 9000.
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2. Explain method of qualification of UV-Visible

Spectrophotometer and general principles of analytical method
validation.
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3. State the procedure for handling and evaluation of complaints

as per GMP norms. Explain Quality Audit.
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4. Describe quality control tests for containers, rubber closures

and secondary packaging materials.
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5. Write notes on:

a) Batch Formula Record
b) SOP
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6. What is quality by design concept? State its elements and tools.
Discuss Total Quality Management.
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7. Write notes on (any two):

a) Personnel responsibilities
b) Purchase Specifications

¢) Utilities and maintenance of sterile areas
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. Explain;

a) NABL

b) Calibration
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