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[USE OMR SHEET FOR OBJECTIVE PART]

Duration : 3 hrs.

Full Marks : 75

( PART-A: Objective)

Time : 30 min.

Choose the correct answer from the following:

1.

9

10.

Marks : 20
1X20=20

For long term toxicity study, how many groups of animals are taken?

a. 1
oS

IND application is submitted to FDA for:

a. Marketing a new drug,
c. Bioequivalence study

CMC of a drug contains details about:
a. Manufacturing details
c. Stability data

Pre-clinical study involves:
a. In-vitro study

c. Both (a) & (b)

NDA is submitted to FDA tor:

a. Approval of new drug

¢. Approval of clinical trial

Regulatory authority in US is:

a. CDSCO

c. FDA

The full formy of NRDC is:

a. National research development
corporation

c. National research design corporation

Technology transfer report consists of :

a. Procedures

c. Both (a) & (b)

TIFAC’s thematic areas include:
a. Education

¢. Both (a) & (b)

Issue of import license is in form
a. 10

c. Both (a) & (b)
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d.

b.
d.
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d.

b.
d.

b.
d.

b.

d.

b.
d.

d.

b.
d.
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Approval of Clinical trials
All of these

. Composition of drug,

All of these

In-vivo study
None ol these

Marketing a new drug,
None ol these

ENA
None of these

National rescarch development
centre
None of these

Conclusions
None of these

Waler
None of these

10A
None of these
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