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Duration: 3 Hours 00 Total marks 75
N.B.: 1. All questions are compulsory > A7 w : el
2. Figures to right indicate full marks & m
Q.I Multiple Choice Questions a7 20M

1" Which of the following is the respons1b111ty of pllot plant team"
a) Equipment selection \
b) Staff selection
¢) Design of promotional brochure:
d) Patent application ‘ 2 &
2 Which factor 1S crltlcal durlng sc;le-up of tablets"
a) Selection of bottle ﬁlllng machme 1
b) Score marks on. the tablet *
’ ¢) Color of the tablet % W
d) - Selection of l)ryer |
3 SUPAC gu1delmes are appllcable for the changes -
: a) During Research & development ‘
b) “;"In Pilot plant studies

<) After nroduct is marketed'

d) In the patent appllcanon ;
4 ,4“Wh1ch of the followmg is an example of a platform technology”
: a) Dry granulation V ’
b) _Nanoparticles
V c) ‘ il"ablet compressi‘on ’
d) Soft gelatin capéules
5 SUPAC stands for--
a) | System Utilization and Pre Marketing Application Changes
b) Scale Up and Pre Marketmg Appl1cat10n Changes
c)- Scale Up and Post Marketmg Approval Changes
d) System Utilization and Post Marketing Approval Changes
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6 What is the primary objective of technology transfer in the pharmaceutical
industry according to WHO guldelmes"

a) To ensure consistent product quahtym:and regulatory compliance
b) To reduce production costs - ’ |

¢) To improve packaging design

d) To increase marketing reach

7 Which phase of Tech Transfer involves t_he assessment of the receiving unit’s
capability to manufacture the product?” ’

a) Clinical Trials -
b) Process Vah'tla‘tion 2 :
) AnalyticaILMethod”Transfer ; >
d F easibihty Study X
¥ 8 Respons1b1hty of successful technology transfer hes with
a) : The recewmg unit_ A '
b) The sendlng unit ’
‘c) Both sending\’and reeeiinng units N
QIHO &> & & ;
& 9 The preparatlon of Master Packmg Card is- done in.
a) Research Phase : ~
b) ~4'Developnient Phase' /
c) Productlon Phase
d) Analytlcal Method Transfer phase

10 Whlch CTD Module contalns both Nonchmcal Overview and Clinical Overview
1nformat10n 29 / : -

Va) Module

h)f Module 3”
) Module 4
@ ’\Moc‘luleSﬁ
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11 Which part of the Investigator’s brochure contams Pharmacologrcal and

Toxicological information? S
a) Summary : : . ,;;1‘:‘;\ ”
b) Non-clinical Studies >
o Clinical Stu dies y wl ‘ ﬁ H \
) Silsnbamaiion 3 ’ :j:}«;lf»» . . ) ;

12 Which document is sul)"‘lnitted,toﬁobtain;jai;'l;rovalffor hurnarii“clinicali:‘gtri‘als?
a) NDA |
b) IND

¢) DMF

d) ANDA

13 CDSCO (Central Drugs Standard Control Orgamzatlon) is the natlonal
regulatory Authorlty of whlch country" & :

a) ‘,;;V‘Indla -
By USASS
c) Australia
d). v apan
'~14m The maln role of regulatory professnonals 1s to
a) De51gn drug molecules for CMC ' :
b)- ‘Prepare and subm1t FDA approval docurnents
c) Conduct Cl1n1cal Trials for IND .
| d) _Conduct Preclmlcal Trxals for IND
1(5,7' In Six Slgma, “DMAIC” stands for
- a) Develop, Momtor Adjust Implement Control
b) Determlne Manage; Ad)ust Irnprove Correct
c) Define;Measure, Analyze‘,;;Improve;},Control

'd) Desi‘gn, Manage, Act, lnspect, Qontrol
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16 IS0 9099 series Primarily dea]s w;th

a) Environmenta] management
b) Laboratory accreditation

¢) Product management

{racticﬂe‘i‘((;gLP) e
a) Use of uncertifi o)

ed msﬁ‘uments

18 The Drugs Controller General of In ia (DC

20 The Common Techmcal Document (CTD) forma

Complhng Quahty Safety and E

c) Complhng Manufacturlng and Efﬁcacy Data

d) ”Complhng Vahdatlon and Safety Data
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QII  Answer the following (any two)

i
1 a) Define the levels of change as per@UPAC ﬁdelmes@"hd glve re?]ulrerq
documents for each one. o A5 o
*»«3“ w% »i'“; y ‘Q;? 4\?" ¥
b) What are the advantages of Elatform T»echnology»?*”Explam*ih brief am a y one tyR’“éw 4
of platform technology. > o~ e o o 45
: - Q}s}k j::f Ly ;:‘"2
)\;EW" : g 9\/,» ;&::'M A':»‘t‘, S »\ f
2 Specify the roles and responmblhtl of SU énd RU 11?1~»Tech T ansfer Eﬁzgﬁlam the«”é’i}t)
contents and 1mportane;ekof PrOqutRepo %., , o 2
s & © o
3 Define IND. Elaborate in detall about General con51derat10ns of Investlgatlonal New 10 G
Drug Appl1cat10n " &m ~ - -
‘:M;Vy ;};f‘ . m\:;}q

QIII Answer the* ollowmg*&ny se\ten)

"”’\ ~
2 Wha& is the rolé"of TechTfansfer A@enmes‘? ' tate the functlons of‘any onezfgency Sf

ech Tran“sfer w1th sultable eXamples A7 3 3

; A ,; 3«

4 Write the 1mportance of B10equ1valence studles in Pharmaceutlcal Product 5
Development e : { ,

s,
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