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2011
QUALITY ASSURANCE – II

Time Allotted : 3 Hours Full Marks : 70

The figures in the margin indicate full marks.

Candidates are required to give their answers in their own words

as far as practicable.

GROUP – A
( Objective Type Questions )

1. Answer any ten of the following : 10  1 = 10

A) Choose the correct alternatives for the following :

i) Quality system model for quality assurance in

production and installation is

a) ISO 9002 — 1987

b) ISO 9001 — 1987

c) ISO 9000 — 1987

d) ISO 9003 — 1987.

ii) Endotoxin level in water used in pharmaceutical

unit is not more than

a) 0·15 EU/ml b) 0·20 EU/ml

c) 0·25 EU/ml d) 0·30 EU/ml.
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iii) ‘Product recall’ appears in

a) Schedule Y b) Schedule X

c) revised Schedule M d) none of these.

iv) Qualification of personnel supervising manufacture

should be a graduate in Pharmacy having at least

a) 3 years experience in manufacture of drugs

b) 18 years experience in manufacture of drugs

c) 6 months experience in manufacture of drugs

d) none of these.

v) Revised schedule M recommends potable water

should not contain which one of the following

pathogens ?

a) E. coil b) Lactobacillus

c) S. Saccharomyces d) none of these.

B) Fill in the blanks :

vi) The full form of AQL is ………………… .

vii) The full form of EEAS is ………………… .

viii) Water for injection should not contain more than

…………… cfu/100 ml of total particle count.

ix) Herbal medicinal products to which boiling water

is added before use should contain not more than

……………… aerobic bacteria.

C) Answer the questions in brief :

x) What are full form of FFS and BFS ?

xi) Name two points normally examined by self

inspection team.
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GROUP – B

( Short Answer Type Questions )

Answer any three of the following. 3  5 = 15

2. What do you mean by biological indicators ?  Give example.

3. Explain the four quadrants of GLP.

4. What are the good warehousing practices ?

5. Write a note on cleaning validation protocol development.

6. Why validation is considered as ‘GMP requirements’ ?

GROUP – C

( Long Answer Type Questions )

Answer any three of the following. 3  15 = 45

7. What is quality audit ?  Explain different types of audit.

Write down the principles of auditing. 5 + 4 + 6

8. Why is ‘qualification of equipment’ a prerequisite of

validation ?  What are the different types of qualifications ?

Explain them. 3 + 12

9. Describe sampling, highlighting different sampling plans.

Frame the sequential steps required to implement GLP in a

pharmaceutical industry quality control laboratory. 7 + 8
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10. a) Write notes on validation of dry heat sterilisation.

b) Describe recall process and related record maintenance

as per GMP.

c) Write a note on handling of returned goods. 5 + 5 + 5

11. a) Describe process validation of mixing and filtration

process.

b) Write a note on retrospective validation. 9 + 6
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