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1. (A) Choose the correct answer of the following:

a)

b)

d)
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?o not write anything on question paper except Seat number.
raph or diagram should be drawn with black ink pen being used for writing

paper or black HB pencil.

Students should note, no supplement will be provided.,
l)‘mw well labelled diagram, wherever necessary.
Figures to the right indicate full marks.

(10)

Which of the following is NOT a stage in product life cycle?
1) Scale up

i) Commercialization

iii)  Technology transfer

iv) Product marketing

—- is a process of increasing batch size or applying the same process (o different

output volumes.

i) Preformulation
i) Diffusion

iii)  Product scale up
iv)  Bioequivalence

A transfer of technology between sites of two different companies is called -- --

i) Inter-company transfer

ii) Intra-company transfer

iii) Technology transfer protocol
iv) None of these

Quality risk management activities are entitled to be undertaken by -- --
i) Business development expert

ii) Legal expert

iii) Marketing and sales expert

iv) All of the above

Scanned with CamScanner



¢) An Agree
License |
n iemoranda of understanding

i) ;

Conﬁdcnli.ﬂily agreement
!": [egal tax agreement
" i

ative relationship with outa :
ter collaborative relatic ide parties ¢
ment focn (S BT call
e ..

- on developed from the desire of BOVEMMENS to protec
N A I"mffl'_‘h‘ he afety and efficacy of products in different areqs :
ing s
i‘;‘“‘“" !‘I{ammcm‘igilnr&cc
iy Regulatory aﬂ’am} ‘
i) Technology trans or
i)  Risk management

t pllh'ic |
. iealih by

" B i's R [:(:;:cl:s - M9, pgusor FCquests the APprovy| for
tecting of adrug 1n human subjects.
1) INDA
i) NDA
i) ANDA
n)y CID

k) alegal document that declares a certain mant!fucluring company i legally
) a‘,g“.d 10 sell their phammcculical product in the country they are producing
i) Investigator's brochure (1B)
i) Clinical trial protocol .
iif) Cetificate of Pharmaceutical Product (COPP)
iv) Master formula record (MFR)

i) QbDisapartof—=---—
1) DoE
i1) QRM
1) TQM
iv) FDA

J) number of human volunteers are involved in Phase 111 clinical studies.

i) 1-10

i) 10-100
i) 100-300
iv)  300-3000

(B) Answer the following: (10)
a) Mention different roles of regulatory affairs team,
b) Enlist types of platform tech

¢) Hlustrate different stages of technolg

- Ly transfer d
d) Wh‘al 1s TQM? Mention benefits of TQM,
¢) Write a brief note on NABL,

nologies.

lagrammatically.
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golve any Two:

a) Writc_n note °n pilot
b) E:{piﬂf“ in detail )y
c) Explain: SUPAC gui

LT 1

(¢1Y)]
Plant seq)e |,

drafiin, Il 'il:unsnduralions for solids,

. M
delings, A protocol,

olve any Seven: (35)
1) Write a brief note on QbhD.
b) Explainin detaj) 1SO.
Explain in detail the doc :
c) . ‘ uments relqt v transfer.
&) Explain in detail e Copp. related to Technology transter
¢) Write a brief note o ANDA,
)] ExP]ﬂ!n 'n detail the Quality risk Management process, _—
g) Explain different phases of drug development process with neat, labelled diagram.
h) Whatis GLP ? Wyite a bri

rief note on principles and benefits of GLP.
) Explain with I‘Iowchnn, 1l

'¢ drug approval process for new drugs in India.
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