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17MBTC17 Pharmaceutical Biotechnology
Part-A 10X1/2=5 Marks
Choose the Correct answer

1. What describes the action of the drug on the body
a) Microbiology b) Pharmacodynamics
¢) Pharmacokinetics d) None of the above

2. If an agonist can produce maximal effects and has high efficacy, it is called
a) Partial agonist b) Full agonist ¢) Antagonist d) Inverse agonist

3). What is the entry of drugs into the plasma
a) Absorption  b) distribution c) elimination d) metabolism

4. Which of the following route has highest bioavailability
a)Oral b)IM c)IV d) None of the these

5. Concerning drug receptor interactions the constant Kd refers to
a) Maximal physiological effect b) Maximum binding
¢) The drug conc. required to occupy 50% of the receptors d) All of the above

6. Which of the following terms is used to describe the dose of drug required to kill 50% of
group of animals
a) LDsp b) EDso c) LD, d) EDg

7. What is meant by therapeutic ratio or index
a) The ratio of LDsoto EDsg b) The ratio of LDs to EDgg
c) The ratio of LDggto EDsp d) The ratio of EDsoto EDso

8. The bioassays are defined as functional tests used to determine of a drug product
a) binding b) potency  ¢) compactness d) None of these

9. The following can be patented
a) Machine b) Process ¢) Composition of matter  d) All of these

10. How many phases should a drug undergo before it is approved
a) Two phases b) Four Phases ¢) Three Phases d) 6 Phases



Part-B 5x4=20
Answer the following
Answer should not exceed 200 words or one page
11.a Define a) Partial agonist b) Inverse agonist with examples
(Or)
11.b Explain antagonist with suitable examples

12.a) Explain First pass effect
(Or)
12.b) Briefly discuss about the routes of drug administration

13. a) How to calculate LD50 and EDS0
(©r)
13.b) Explain the metabolism of drugs

14.a) Briefly explain process validation
(©Or)
14.b) Write notes on common contaminants in pharmaceuticals

15.a Briefly discuss the functions of National authorities for drug regulation
(Or)
15b) Discuss the role and purpose of pharmacovigilance

Part-C 5x7=3§
Answer the following
Answer should not exceed 600 words or three pages
16.a) Describe the mechanism of drug action in detail
(Or) -
16.b) Explain the adverse drug reactions.

17.2) Describe in detail about the drug discovery and development process
(Or)
17.b) Explain the upstream processing in production of biopharmaceuticals

18.a) Explain the phases involved in preclinical studies
. (Or)
18.b) Explain i) drug receptor interaction  ii) Dose respone relationship

19.8) Explain the recovery and purification process in Biopharmaceutical production
(Or)
19. b) Describe the factors that modify the effects of drugs

20.a) Explain the FDA rules and regulatory issues in product approval for Biopharmaceuticals
(Or)
20.b) Discuss in detail about IPR pertaining to process patent and product patent



