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2013
DRUG REGULATIONS

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) Form of application for licence for operation of
blood bank processing of whole human blood and
manufacture of blood product is

a) 121-F b) 122-F

c) 122-E d) 123-D.

ii) Form of licence for operation of blood bank
processing of whole human blood and manufacture
of blood product and conditions for grant renewal
is

a) 122-G b) 122-H

c) 122-C d) 123-G.
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iii) Power to fix maximum sale price bulk drug is

specified in the

a) Schedule-I b) Schedule-II

c) Schedule-IV d) none of these.

iv) In Orphan diseases affecting

a) < 20,000 peeople in US

b) < 20,000 people in EU

c) < 10,000 people in US

d) < 15,000 people in US.

v) Orphan drug marketing exclusivity

a) 20 years in US b) 10 years in US

c) 15 years in US d) 7 years in US.

vi) GMP for Ayurvedic, Siddha and Unani medicines

is

a) Schedule-T b) Schedule-F

c) Schedule-S d) Schedule-P.

vii) Application for grant of licence to manufacture for

sale of drugs other than those specified in

Schedule-C, Cl and X is

a) Form No. 21 b) Form No. 22

c) Form No. 23 d) Form No. 24.
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B. Answer the following in one or two sentences :

viii) What is PDUFA ?

ix) Revised Schedule-M.

x) Which section of the Act specified qualification of

Drug Inspectors ?

xi) What is CDSCO ?

xii) What are blood components ?

GROUP – B

( Short Answer Type Questions )

Answer any three of the following. 3  5 = 15

2. Write short note on fixing the maximum sale price of a bulk

drug specified in first schedule.

3. Write in brief about the conditions of licence for blood bank

and processing of whole human blood for component and

manufacturing of blood products ?

4. Write short notes on effect of GATT in pharmaceutical

industry.

5. What are the objectives of Drug and Cosmetic Act ?

6. What is WTO ? Discuss the duties and responsibilities of

WTO.
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GROUP – C

( Long Answer Type Questions )

Answer any three of the following. 3  15 = 45

7. What is blood bank and what are blood products ? What are

the information required for form of licence ( 122-G ) for the

operation of blood bank, processing of whole human blood

for component and manufacturing of blood products and its

conditions for grant or renewal of such licence ? 3 + 12

8. What is orphan drug and orphan diseases ? Describe the

contents of application to developed and orphan products ?

What are the incentives provided to develop an orphan

products ? 3 + 10 + 2

9. What is GMP and T-GMP ? Describe specification for

manufacturing of Ayurvedic, Siddha and Unani medicine as

per T-GMP. 5 + 10

10. Write detail about the provisions for Import of Drugs under

the ACT and also describe offences and penalties, if any

violation of Act occurs. 9 + 6

11. Write note on the following : 10 + 5

a) DTAB

b) Drug Testing Laboratories.

12. What are the advantages of dried human plasma over whole

human blood ? Write in brief about the preparation of dried

human plasma for clinical use. 7 + 8
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