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AT-1441
M.B.A. Semester—IIT (New) Fxamination
PHARMACEUTICAL REGULATORY ENVIRONMENT
Paper—MBA/35306/PH
Time : Three Hours] [Maximum Marks : 70
Note :— (1) Auempt ALL questions.
(2) Figures to the right indicate full marks.
SECTION—A
1. (a) Explain n brief the rules of Import and Registration under the Drug and Cosmetic
Rule, 1943, T4
OR
(by Explain in detail pharmaceutical drug regulations. 14
SECTION—B
2. (a) Explain provisions of Psvchotropic and Narcotic Substances Act, 1983, 7
(by Explain how FDA will kelp manutacturer in drug recall with the help of suitable

illustrations. 7

OR

(c) Explain the role of government in manufacturing and distribution of contrelled substances

in Psyvchotropic and Narcotic Substance Act. 1985, i

(d) FExplain in brief Consumer Protection Act. 7

3. (a) If a pharmaceutical company wants to register its product in foreign country. Explain
the documents required. 7

(by Moon pharma developed a new molecule and wants to trade in India. Is it necessary

to register for it 7 Explain. 7

OR

(¢y Explain the documents required by a pharmaceutical company to register its product in
[ndia. 7

(d) Explain the procedure for product registration in India. 7
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SECTION—C
4. (a) State the harmonization of guidelnes under ICH process in detail. 7

=l

(by Explain the important regulation of USFDA.
OR
{¢) Explan in brief WHO and 115 role. i

(dy What s TGA 7 Fxplam,

4

SECTION—/D

The pharmaceutical adustries ure facing significant challenges to thelr exisiing business

i

models because of expiring drug patents. declining risk wlerance of venrure capitalists and
Sther Invesiors and iacreasing compiexity ia translationa: medicine. In response <o these
alternatives invesiment companies have emerged to bridge the biopharma tunding gap by
purchasing economic interesis n Jdrug rovalty streums. Such purchases allow blopharma
companies Lo monetize their iniellectual property creating greater rinancial flexibilits,

(Tv You are appointed as a management consultant. How will vou explain the above case

as per rade related intellectual property right 7

{2) Analyze the case.
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