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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

guestion should be treated as final.
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‘I . {a) Discuss the general factors to be considered in pilot plant

scale up technology.
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(b) Discuss stages involved in technology transfer in
pharmaceutical industry.
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[a)
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What are regulatory atfairs? Enumerate parameiers of
drug regulatory attairs,
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(b)  Write short note on GLP. Discuss the process of NABL
accreditation for laboratory.
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(a) Give a brnet idea on regulatory requirements and the
general requirements for new drugs.
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(b)  Write short note on validation. qualification and APCTD.
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l:’al Dhscuss the organization and functions of CDSCO with
special mention to its port offices,
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(b) What are the major componcnis of TQOM? Discuss the
significance of TQM in pharmaceutical industry.
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(a) What is quality nsk management. Discuss the various
quality nisk management tools and methodologies.
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(b) Describe the pilot plant scale-up considerations for solid
dosage form.
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6.

a)

{b)

(a)

(b)

(a)
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(3]
What 1s investigator's brochure., What do vou understand
by IND also give information and instructions of IND
application?
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Define chnical research and discuss about the clinical
research protocol.
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Write a brief note on the concept of Quality by Design
(QbD) and its development process.
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Define COPP, 1ts significance and the general
requirements for the application of COPP.
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Describe the responsibilities and functions of Siate
Licensing Authority.
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Explain ISO 9000 and 1SO 14000 senies.
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