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BP-606T/PY-606 (CBGS)
B.Pharmacy VI Semester (PCI Scheme)/
(Non-PCI Scheme)

Examination, November 2023
Choice Based Grading System (CBGS)

Quality Assurance

Time : Three Hours
Maximum Marks : 75

Note: i) Attempt any five questions.
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i1) 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.
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1. Write in detail about the overview, elements steps for
registration and benefits of ISO 9000.
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2. Explain the general principles of analytical method validation
and add a note on calibration of pH meter.
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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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Write a detailed note on principles of GLP with special
emphasis on Organisation and Personnel, Facilities and

Equipments. _
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Write notes on:

a) Batch Formula Record
b) SOP
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q) SOP

Write in detail about Material Management and Good
Warehousing practices.
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Write notes on (any two):

a) Personnel responsibilities
b) Purchase Specifications

¢) Utilities and maintenance of sterile areas
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Explain: -L

a) NABL

b) Calibration
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