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Section A (Marks: 6)

What does schedule M1 under GMP indicate?

What is CDSCO?

SFDA is associated with which country regulatory body?

What is Ayurveda?

Name the guideline developed by CDSCO with respect to irhport/manufacture and marketing
approval of new drugs. >

Explain naturopathy as a system of medicihé?

SectionB . (Marks: 9)

If a manufacturer is not following GMP are the drugs safe for use? What can CDSCO do to
protect against GMP violatiéné?, Explain.
Under what condivti'ons a cosmetic shall be deemed misbranded or spurioug?

Can adrug deemed to be bioequivalent be termed as therapeutic equivalent?

Section C (Marks: 15)

What are the regulatory aspects of GMP? How important are the problems associated with
Components such as filters, fan, humidifier, and cooling coil?

Can a bioequivalent study performed on new molecule not approved in India but approved in
other countries? What are the requirements?

What are the functions undertaken by the central government to protect and promote public

health in India.



