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Instructions:

1. All questions are compulsory

2, Draw diagrams/figures wherever necessary
J. Figures to right indicate full marks
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Q.1.  Objective Type Questions (Answer all the questions) (10x2)=20
A) Give difference between QA and QC.
i) Enlist Q serics of ICH guidelines.
iii) Write down the importance of documentation in pharma industry.
p iv) Define NABL acceleration.
v What is mean by warchousing
‘)’i) What is SOP? Pjttps://pharmacyindia.co.in/
vii) Enlist benefits of [SO 9000,
}iii) What is mean by complaints and recalling?
)'x) Classify packing material with examples. "
X) Define GMP and give its imporiance.
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Q.2. Long Answers (Answer 2 out of 3) (2x10)=20
i) What is mean by BFR and MFR? Explain them in detail.
~ i) Write the principles of Calibration, Validation and Qualification.
~ i) How to maintain organization and personal in pharmaceutical industry.
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Q.3.  Short Answers (Answer 7 out of 9) (Tx5)=35
i) Explain in detail Quality control test for containers.
ii) Which are the various elements of TQM?
- Aii) Explain QSEM guidelines as per ICIHI.
iv) Explain steps involved in complaint handling.
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V) What is mean by premises in the consideration of control of contamination in
pharmaceutical industry?
Vi) Discuss in brief different elements of GLP.

Nii) Write a note on QbD.
viit) Mention the various steps for registration of SO 9000 and 14000.
i ) Give the general principles of Analytical Method Validation.
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