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INSTRUCTIONS: ANSWER ALL QUESTIONS IN SECTION A (60 MARKS)

AND ANY TWO QUESTIONS FROM SECTION B (40 MARKS).

ILLUSTRATE YOUR ANSWERS WITH DIAGRAMS/ STRUCTURES WHERE
APPROPRIATE.

Total Time 3 Hours

Section A: SHORT ANSWER QUESTIONS (SAQ) 60 marks
Note: All questions to be attempted.

Each question carries 5 marks.

Question 1:

Explain the origin of drugs and differentiate between active pharmaceutical ingredients and
Excipients.

Question2:

Define incompatibility and classify it. Provide suitable examples.

Question 3:

Define degradation and list the key routes of degradation?

Question 4:

Explain Photo stability studies.

Question 5:

Define and explain Preformulation studies and its importance.

Question 6:

ed characteristics to be maintained in a dosage form

Define expiry date and explain the desir
till the expiry date.




Question 7: Explain granulation and the mechanisms of binding

Question 8: Explain d i i '
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Question 9:

a.  What are order of reactions? | mark.

b. Define and differentiate between any 3 orders of degradation- 4 marks. [ p? b
Question 10: |

a. What is ICH and the advantages of ICH? 2 marks

b. Write the classification of climatic regions as prescribed by ICH. 3 marks
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b. Discuss the advantages and disadvantages of film coating. *" 4marks 7

Question 12:
a. Define and differentiate between performance and design qualification. 4 marks.

b. Enumerate the advantages of URS. 1 mark.

Section B: LONG ANSWER QUESTIONS (LAQ) 40 marks
Note: Answer any 2 Questions. Each question carries 20 Marks
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% . . .. ; A
how he has been using a specific herb for treating joint pains for a number of years.” / e

Decide your course of action on making this herb a potential analgesic using the techniques/f'

you have learnt.

Question: 14
s to procure a new equipment for his Laboratory. Advise him £a LJ\('N*:“

~_,\(l v

~"One of your friend want
the steps to be taken to avoid disappointment of a non-functional equipment later. - a6

3/

L4
et Ll

nsider and steps to be taken to develop a
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Types and steps to develop a

a.Define Tablets and explain th
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orally administrable dosage for a aci

PI's and their dosage form with consequences if not done.

b. Explain impurity profiling in A
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