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B.Pharmacy VI Semester (PCI Scheme)/
(Non-PCI Scheme)

Examination, June 2020
Choice Based Grading System (CBGYS)

Quality Assurance
Time: ThreeHours
Maximum Marks : 75
Note: i) Attempt any five questions.
fopegl dra U9l Bl g DT
i) All questionscarry equal marks.
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i) Subparts of the question should be attempted in
continuation.
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iv) In case of any doubt or dispute the English version
guestion should be treated asfinal.
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1. What are the general principles of analytical method
devel opment. Compare accuracy and precision, LOD and LOQ
with referenceto ICH guidelines.
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2. How complaints should be handled according to the GMP
provisions? Elaborate recalling and handling of return goods.
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3. What is good warehousing practices? Describe briefly
material management in awarehouse.
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4. Discusstheconcept, general provisionsand protocolsof GLP
with reference to a nonclinica laboratory study.
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5. What isquality by design concept? Discussits elements and
tools. Describe the principle of NABL accreditation.
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6. What do you understand from theterm ‘validation’. Describe
varioustypesof validation. How will you qualify UV - Visible
spectrophotometer.
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7. Explainthefollowing.

fa=ifepa T FH=TSU
a) Vadlidation Master Plan
TSI IR W&

b) Distribution records
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Write short notes on any two of the following:

a Master Formularecord

b) QAandQC
c) SOP
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