
Al llj I

NI.B.A. Semester-III Oew) Examiration
PHAR}IACEUTICAL REGULATORI' ENVIRON}IE\T

Paper-NIB-r-r3506/PH
Time : Three Hours] lNta{imum lvtarks : 70

Note :-r l, Attempi ALL question".

(2) Figures to the ght indicare full marks.

SECTIO\-.A,
1. (a) Explain in brief the rules of Import and Registration uDder rhe Drug and Cosmetic

Rule, 1945. 14

OR

lb) Explain in delail pharmaceutical drug regularions. 11

SECTION-B
2 (a) Explain provisions of Psychotropic atrd Narcotic Substarces Acr, 1985. '7

(b) Explain hon' !D.A, *ill help manufacturer in drug recall \r'ith the help ol suirable

illustrations. '7

OR

(c) Explain the role ofgovernment in manufacturing and distdbution ofcontrclled substances

in Psychotropic and \:lrcotic Substance.q.c!. 1985. 1

(d) Expiain in brief Consumer Protection Act. 1

3. (a) If a pharmaceutical company wants to register its product in foreigfl country. Explaio

lhc Jucumcnts requlrcLl.

(b) lloon phrrma developed a ne\4 molecule and wants to trade in India. [s it necessary

to register for it I Explain. '7

OR

(c) Explain the documents required by a pharmaceutical company to register ils product in

lndia. 7

(d) Explain the procedure for product registration in India. '7
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1.1 (a)

(b)

(c)

id)

SECTION-C
Statc the harmonizatlon of guidelines under ICH process in de6il

Explair the important regulalion of tlSFDr\.

OR

Explaln in brief \\'HO and its role.

What is TGA .']Explain.

SECl'IO\-D
The pharmaceutical irdusties are facing signiticant challenges to their cxisting business

models because of expi ng drug patenrs. declining risk tolerance ol venture capitalis!s and

other investors and ircreasiog complexity ii ualslalioflal meJicine. ln response to these

altemarives in,'estment companies have emerged to bridge the biopharnla tunding gap by

purchasing ecodomic inlcresls in drug royalty sfe.uns. Such purrhases allo\! biopharma

.ompanies to rxol-tetire their inrellecual propert] crearing Ereater financial fle\ibilit].

{11 \hu are appointed as a management consultart- Holv will }- ou explain the above case

as per uade related intellectual properr.v right 2 .

(i] Anrllzc h< cr'.. :
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