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Instructions: Answer ALL questions
Answer the Following 5 Q x 10 marks = 50 marks

Q1 Discuss on solid state stability studies, solution phase stability studies and
compatibility studies during pre-formulation phase of product development.

Q2. Explain Co-solvency solubilisation technique in detail.

Q3. Describe Korsemeyer-Peppas dissolution model and any four methods to maintain
sink condition during dissolution studies.

Q4. Discuss four different types of excipients used in Solid dosage forms. Give two
examples for each category.

Q5. Explain the study conditions for Accelerated and long-term stability studies as per
ICH guidelines.

Answer the following 5 Q x 5 marks = 25 marks

Q6. Discuss on organoleptic studies and its importance during pre-formulation stage.

Q7. Describe phase solubility curve for pure compound with neat labelled diagram.
(3+42) _
Q8. Discuss Type | dissolution apparatus as per [.P

Q9. Enlist the advantages of stability studies.

Q10. What is matrixing? Discuss.



