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Answer all the questions.
Answer the following (5 marks x 8 = 40 marks)
R What is pre-formulation? Why it is essential for drug development. ©)

2) What is solubility? Explain co-solvency and hydrotropy with an )
example.

3) Briefly discuss on Phase lll clinical trials. ®)

4) What are the types of certifications under ANDA application? ®)

Write the procedure for ANDA application under paragraph IV
certification.

5) Briefly explain the BACPAC guidelines of USFDA. ()

6) Discuss intra-cutaneous test for plastic containers for injectable ~ ©
preparation.

/) Explain the responsibilities of receiving unit in technology transfer. ©

8) Explain the documentation required in technology transfer in brief. ©)

Answer the following with specific answers (2 marks x 5 = 10 marks)
9) Why stability testing is essential? @)

B) What are the quality control tests for plastic containers for non- @)
parenteral preparations.

C) What is "sterilization test" and "fragmentation test" for the @)
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D)

evaluation of rubber closures.
What is a "phase IV clinical trial" as per USFDA?
List the stages of formulation development in technology transfer.
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