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li(; Which dissolution appamtus is used for dissolution tes ng of po,grty solublq

. drugs? ..' .i.i- '
., _1.:

, 1:''

b) Paddlb over disc ,:,iitt ; i 
-:;:l'

cl) Flowthroughcell -:;'.' .r\.*; :..r .,.+ ,,t*o ,,,fli"

': tt 'i; '
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7 LeverA, IVTVC co-q@iionship is:based on' ..i,t ...1.., {t;} I 
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a) Comparison of any one diisolution parameters wittr any Pharmacokinetic "

parameter .,.:!" 
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b) Compariso*i on" op..r}ror" dissolDtion p*ranl*t*.. * y Pha#dcokl""F
parameter- . ;.-t :,. 1 .-*.1,1

c) Point.go,point corrp$ion betwpen ir uitr-b.. rolution,.ilid in viv.o,r,Ite of
'k':' ,*h' qrt' .*'.:-'' '.ji"'' ,.:.:: .

d) Co#iation U,ryj*i on stati,sdial momefrt theory ,-,,1 
n

.,^ ]
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8 .-":Flow throygh cell ty,pe of dissolution Apparatus is ,' .li"i" i
:. :

[r' USPDissolutionTestApparatus'Ill *,".,,:]' ,:r;'r" .+' ":.,, .r,

, i ; 'r.f 1." L7\
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g The firsiorder constant for the.distribution phase in a multi conlpartnlent niildel is I

\ --' t- ' _a) 0, I r;'. ":,
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d)v."9 L-.,]r" r i..i-i ..:-' ,t,!' u.'.:'l ;.:: 1":rr ...',. : ,."_..' ,,t:;.'

l 0,.V.blume ofdistribution,"is' defi ned$" correlatioh'between,!,"=i

a) '-iate of elithiiration aniliblasma corcentration .,,.i"'
' .;1 .-:.j . , .:,"ir r.li

b) .-' rate of a.b'sorption,a:red plasma.gfrcentradon' .

c) rate of elimination and rate o1'absorptitrn

d) ar-$.irunt of d.5ry adminisqred and plasma concentration

i;6.."

1I .,'' Mixed-qtderpha inetics::B'alsocalled"
a) Zero or.der pharmacokinetics.

b) Doselindepen$ght pharmffiinsfiss -,rr:'

c) first order pharmacokirw,l{ts .!r.i:''
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Atsorption rate constant can be determined using .-;.'

Sigma.Minusmethod : ' .'"'
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13 What is. the prirnary objgctive of co;itucting biq uirat",rceitudies? ,.,::i" ' ,,,Itt't I
t.

?) To assess the safetyj$lbfile of a+tiug candiiXtte. _-.;.. .ji ._ .-r, .

1\ ' r'-"'

b)'Todetenninethglmaximum]t-o1erateddoseofaclrug'

c) To cornpare,$3 ftrarm$netic pqryrneters oftwb formuliitibns of tll.e+time dn.. g,.,,r'

d) ro evalwifeihe longl effica-e.!;of a drqg;ln clinical$ials. ,.t' $;' ,,i:"
\-- ,1:::,- .'],,'l .'i't ,, r,: 
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14 . Wttictr study design is commonly ernpioyed in bioequivalence studies to minimize.*'rr'' I

1:.i. i -..1. - r.,,"1 ' -.1?. '1.'"-

inter-subject variability?:"' 
, ,o' . l.'' .It-'' , # , '..,' ;

b) Crossover desigr, ' ,'. , ' .-

....|.,:lrll;:..+:.":..,,jl;l..i.]....,"
',ii' .) n*trosp".tive cohort clesign ,.,.l,, 
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Which method is'cornmonly used folin vitro assessment of drug permeability? I
.Dissolution test *" \:; ';' .1^:-.' 1;l','

Caco-2 cell monolayer assay' tntradermalinjection" . . .u

PETimaging .,:,,':,' :::,,'. .+i .',' 
,..*,, 

"

. .,, i-

What term is used to describe generic versions of biologic ,lrugs that are highly I
' sirnilar but not identical to the reference product?

b) Biosirnilar drug products

xil Bioequivalentbiologics *;l .:,:'. .r
d) Biogenetic generic drugs '.."'i' ..'-''' :''
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: Eolloyin$ilq"ihe majglfirbde of e&hiination turmonoclonal antibodies
' al renat.clearhnee . . i ,l' -'
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,l. c) bindrhg to antiggns' ,.:::::,i:' ,,,1i',,,,, ,'\.
; d) ftrst pass metabolism ... 
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Following protein drug has been approverl

Ihsulin

Erythropoietin

Lactoferrin ' ;

for dellyiry by putiabn*y ,4

The drug release profile'.ffa controlliiti'release formulation- comprising 6f Uoth the;i
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charaeteristics g.f; drugs thaf-'.ldffect its''.-.jl

.;;:' I
!-l

Zero order release .. ., : " '.i l

First order releasg.,ii',lr 
_i.t-

Initial rapid reMie followedby frst ordir release',

Initial rapid release followld by zero order release

Foll owiflg are the. m'bchanisms of enz],rn e indu c ti on. exeept

Increas''6'in liversize , ,.,..'" ..t,1,-'
-':

Increased miHosomal protein content

Increas-edpErftision 1a .,;.,

Answer any Two questions:
E!$oratq on.:,6 y five physico-chenrital
absorption,$th suitabletxampJes,;'-

'20

10

2 ..,'', Write tl.iB'objectives and shrdy'design fOi conduct'::bf bioeqrliydience 10
a

, t, l

3a Afs kg patignt was givpir'a single IV dose of a, dmg at a dose level ofX mdkg.
..Tlie fhannacokinetics of the plasma concentration -time ciive for this drug fits a

.r.ore comp^4rtment mo.del and the.'instantan S plasma"concentration:was found to
be 46m$'Land half life was 7.5 hrs. Calculate followingparameters assumingdrug

' ..b) Volume,':'ofdistribr*tibn and total systemic ilearance .,,-i

b) What is.the plasma concentratiou of drug after 8 houri?
,' c)" How much dnry is left in the body aftei 8 hours?*'

d) Time required to eliminate 70% of the dose of drug?

3b A single oral dose of 2.8g of a drug (F=0.8) was given to a 60 kg patient. The
p-lq. 

.s 
ma concenttation tir'-rgi'profi le c art'".b e d esc ribbil b y

q - tz: (e-0"azrt - e-z.{t )
. where Cp : mg1l, t: hours

-.'.' Calcul--4-tlr

:... a)-tmax .--.

b) Cmax ;,
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Explaintheconceptofonecompartmeriiopenmgdb1a1ongw$hkeyassumptions..,"li.i:l,.,
.'r,,, t!: i ,,,.,,1., ;:i',. ,..

, 1:"i ;'''
AnsweranySevenquestions: jri;' ;' ,..,,,,.tt-' .",,' .:1,-" 35 t
Discuss the limitations of the pffi,|iartition hfpothesis. ,'"''' ,,i,+ ,;,r1 S.li',^,
Elaborate on the characteristibs of Facilifa,ted diffusion and.Ion-.paii as mechanisms . 5
ofdrugabsorption. ,:,,"|:.''' -i;l : -l'..l. 
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outline various a"top.rtn"ctins#;;tuti"i# uoq 
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any rwd ;r.r,"d s ..::,,"'
detail. ... ;
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Explain any ong IP Dissolution Test apparatus. ..:,,,' o"'" ,.,;l -, 5
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EYiiri any two iq:*itro mefliods used ffieterminatiol .of 
druglerm"ab$fi
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of protein and peptide drugs. '
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