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Instructions: DAIL questions arecompulsory.
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2) Draw a neat labeled diagram if necessary.

Objective Type Questions (10X2)

Explain the 5 Methods used in pilot plant scale up technique.

Define Quality.
Describe in short Quality assurance.
Explain in short Quality control.
State the function of CDSCO.
State the vision and mission of NABL.
Explain the history of regulatory affairs.
Define Bioequivalence.
States in short ISO 14000 series.
Define New Drug Application (NDA).
Long Answers (Answer 2 out of 3)
Describe National Accreditation Board for testing and
Calibration Laboratories (NABL).
Discuss the parts of Investigator Brocher’s (IB).

Desctibe in detail SUPAC guideline for component and
composition.

Short Answers(Answer 7out of 9)

Discuss the SUPAC guideline for manufacturing site changes.

Explain in detail GLP.

Describe in detail Pilot plant design for semisolid
Discuss the state licensing authority.

Explain the biostatics in detail.

Outline the concept of out of specification (OOS).
Explain technology transfer regulatory agency in India
Describe certificate of Pharmaceutical Product.

Explain the Non-clinical drug development in detail.
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