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7 Borosilicate glass is which type of glass?

b Type II -l-,,' ,,;i ' , ,,l. ,i,,"

, 'r,.,.'c Type III ,;."' .:',.' :,

d Type IV t;.: .,,-.,'.,'' ,,,.," ;i*, "

8 Which parameter is most crucial in ey;ili.rating thbrchemiqal stabiliff.ibf a drug.during

a

b
c

preformulation?
Particle size;";"
Meltingpoiltl
Degradalibn rate ..: ;"'.

d pH of tlid solutiorf

Thepi1otp1anr1;La1eup.dctivityisjointresponsibilitYof----:-'dipartmentlofJ

a Production and Research development'
b "# q.a,.ry,dductios'Q.C "'- .;"-' ',1{'c .,,':t" n aD; q.e, P.r6duction,.'Q.c ana pdlineerfui,s ,,ll
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10 ,,.; i*por{;* prorei, param-e1er during pilot pla,4 cale up-'itudies fur.bseptic filling and

a Larninar air flow sPeed
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i .c''l' .Fjp" of g1p'3s used,.'.,* '-r', , ' l'
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, 'i'' lli;'- Micrclhizatior tlf d*g increases ----. ,t ,'" ...-.r'
a Dissolution rate:"\" -h.". rpenSity ",i,, d,,, 
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c CrystallinitY
d Porosity

':12 BMR refers"lt6 -----' r'-"' t"";'-' ' l":- -^"*- ^-^--"r*f'r 
Mafuetins to.r.ai-" ,',,*"i =.gi =Batch M.aifibting rgpord , L"

b ::, Batch Manufacturing record
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.,.i"i:i' -.,1r' 13 .. Select suitable insqlmental aualytical_technieue for residual solvent analysis as part of
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preforrniilation sru*ilies of d*ig produef ilevelopment.
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18 -'Followi4ig docum"pg provide$guidance on conducting sta,b,liity study
... u ,:i'' ICHQSA(R2).".; :*

b , rcH QIB::i q.:' teu Qzn 1 ;') rr 
.;t.'s l\.r1 vz.l, \

d : rcH Q1A(R2) 
.

19 Leakage tesq,€bllapsihility test,"Q{arity ofgQueous extract and Water vapor penneability
test are carried out for '"'": r "

,,,t"* - r, "" uorto'tu1"'

,:",,r d ,; The.tritted patql,riis inva(ii"or willgin be inftidged by thHcommercialization of

a Plastic Container
b Glass Container
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ZO Which of the following documents are preoared as gart of transfer of developed and

validated analytical methods to the Quality conffol department? l

trrteihod transfer protocol an{;1rr",1rod V,alidation rebort ,'

c Validation guidelines Method trahsfe. *O,,,"rrrdu,lon protocol

d Instrument SOP, calibration and validation report

Q.II Attempt any two qri,ostions out of thr€e' . ,'" , 
,, 

..,.,,, 

' (20)

L A. Discuss the rnethodol.ggy of filing and approval process of NDA : 5

B. Describe different approachei;for soluUility enhanbement,of poorly s0luble

drugs',"rr {if .. .

[. A Give an overviiw of pgiformulation studieq'conducted for theilrilg to be

formulated as tablet.
B. ,;.rDiscusq the significairce of BACPAC,,i.", ,r.

m ,A Disetss technig es for study of crystal properties andpolymorphism.

,,,,i'b Write a notg of significance of clinical tnfls in drug,discovery

.

L Discuss the objectivqs and functioning of CDSCO

, ,"i" 
II. 

,...',].- 
What s the significance of particle site, shape d surfac'e area in,pieformulation

.]';]..:...study?.,;................,...'...,..]
m Write the.activities involved inpilot planlscale up.of tablet,manufacturing by direct

comPreSston.
a

ry '.' Discu'ds typical,iayout foi.lowed in pharmacgutical manufacturing set-up and give

advantages of any one of them.

,' ,V ,.. Give an b#erview".oldo"o-entation iuyolved in tlchnology transfer activity

VI Elaborate on the role of SU and RU in technology transfer activity

Vfi" Discuss stabtlity studi'es during product dwelopment.

Vm Write a note on Scale up and Post Approval changes
'i'"..

D( Write a note on medical devices packaging'
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