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Note: 1, Auempt all Sections. If require any missing data; then choose suitably,

SECTION A

1. Attempt a/f questions in briel. 10x2=20

|_;1_ I VWhat are controlled decumenits”

b. | Relate the role of SOP n pharmaceutical indusiny.

e, | Classify different type ef documenis.

d. i Summarize the role of institutional review board.

Explain the unp:;l{;ncc of cade of federal regulation,

<.
. | Summanze differcnt phases of clinical trials.

Explamn combination products.

l'{_'.

h. | Compare typical differcnce berween IND and NDA.

I | What is ANDA?
: frr [Expini:ﬁhe role of 1CH in quality of finished product.

SECTIONB
X Atternpt any tvoparts of the follewing: Ix10=20
j._T’UEcEs the majer component of Master formula record. o
? #. | E‘;pl;:nn the ANDA for genens drugs approval in US.
; ¢ | Describe the submission of DMF (Drug Master File).
SECTIONC

Attempt any fiveparts of the following: Tx5=35

How would you apply the significance of Hatch- Waxman act and amendments?

L]

i
b. | Dutlme Investigator brochure.

¢, | Hlustrate the regulation for medheal deviee.

+ 4. | Analyze Global submission of IND,

- e. | Nluswate the role of HIPAA
f. | Hlustrate the lmiwatry and FDA linson

Assess the Pharmacovieilance safety momitonng m climcal tnals,
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