Paper / Subject Code 69527/ Advanced Bmpharmaceutms & Pharmacokmetrcs :

‘Z‘ét*j&« M. Phay™ C f'hwm« riien ]

Sem T ™Y %uf
quaﬁon:'3 Hours ) : Total marks 75

N.B.: 1. Al questions are compulsory
2. Figures to the right indicate full marks.

Q.No. Question S ) £ " Marks
Q.  Multiple Choice Questions: (Answer all): o : ;20
1 . A transport mechanism where the drug does not have to be in- aqueous solutlon to. &1
be absorbed is - &y .
a) - ion-pair transport, - . : L O oy
b).  passive diffusion - 3 ) : i :
¢)  endocytosis L 4 : .
d) pore transport ; -
2 Percutaneous - absorptlon of 1on1c drugs can“be 1mproved usmg ultrasound 1
technique ¢ called A - X
U 1ontophore31s i ' R . = it

b) - electroﬁlloresis

c) phonophoresml; N
d) plasmaphorems

3,5 Metoclopramlcle 11nproves absorptlon of levodopa dué to A S 1 |

a). mcreased gastric emptymg
by complex formation
o) .favourable pH mlcrochmate
d) > decreased GI tr ans1t

4 | A hlghly permeable drug wﬂh a dose of lmg/kg must have qolublhty 1
a) 100 mgkg - < .
Db tomeke

c) ~2* 1 mg/kgs
4ol nzg/kg

> 5 _v»,fIf 2 value is lOO the test and reference mean’ proﬁles are e 1
a) g 1dent1cal

l g, b) dlfferent ; .
¢) | half 1dentlcal half dlfferent

d) multlple?
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6 Wlnch dissolution apparatus is used for dtssolutlon testmo of poorly soluble ] s

drugs? :
a) Paddle apparatus

b) Paddle over disc

c) Reciprocating cylinder - - <

d) ~  Flow through cell A , o | o i -y

7 Level A, IVIVC co- re”lﬁ‘tlonshlp 1s based on 1

a) Comparison of any one dlssolutlon parameters Wlth any | Pharmacoklnetlc o N

" parameter N

b) Comparison: \of one or: Tore dlssolutlon parameters with: any Pharmacokmetlc b.
parameter ; et "

¢) Pomt to “point correlatlon between in V1t10 dlssolutlon and in vivo. rate of absgrptlon S \J

d) -Correlatlon bgsed on statls‘tlcal moment theory \N

8 "“:'“Flow through cell type of dissolution Appa1 atus is ' p > . 1

a) -~ USP Dissolution Test Apparatus [ 1 »

by usp DlSSOlutIOIl Test Apparatus III

c) USP Dlssolutlon Test Appalatus I\

d)y - :’USP Dlss_olntlon Test Apparatus V

9 The ﬁrst order constant for the dlStI‘lbutIOIl phase ina ‘multi compa1 tment model is ¢ 1
denoted by %

a) o D

b) E’ =

). ] =t

di> v x

10 ,Volume of d1str1but10n IS deﬁned as c,orrelatlon between % 1

a) ~rateof elnmnatlon and\plasma conCentratlon : ‘

by .~ rateof absorptlon and plasma concentranon

c) rate. of elimination and rate of absmpﬂ@‘n

d am“ount of dmg admmlstered and plasma concentratlon,

11 Mixed- order pharm:acokmetlcs is-also called” . 1

a) ~ Zero or de1 pharmacokmetlcs

b). Dose mdependent pharmacokmetics

c) First order pharmacokmetlcs -

)y Dose dependent pharmaeokmetlcs , : ‘
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12 Absorpﬁon rate constant can be determined using & 1
a) Sigma Minus method , 3

b) Wagncr Nelson Method : :

¢)  Urinary Excretion Method ‘ \ ot

d) * ' Sigma Plus method o - - &

13 What is the primary objecﬁve of conductmg bloequwalence studies? . - ) 1

a)  To assess the safety proﬁle of admg candld'xtc

b).  To determine thc{ ax1mum fo]eratcd dme ofa drug,
¢) To compare the pharma,cokmetlc par‘ameters of two formulatrons of the same drug >
d) - To evaludte the long~term cfﬁcacy ofadr ug in clinical tyials. ‘

14 . Whlch study de81gn is commonly employed n bloequrvalcnce studles to mlmmlze- 4
, mter—sub Ject Varrdbrhty? < : : ¢ ox

a) i 'Parallel group de‘ugn

by | Crossover dcmg,n

L) - Retrospectrve cohort desxgn \
d) “Case-control design..’ r
15 Whrch method is commonly used for in vitro asqessmcnt of druo pcrmcablhty" ' 1

~a) . Dissolution test Ao
b) ..:Caco-2 cell monolaycr assay
¢) - Intradermal injection*
d)- PETi 1magmg

16 What term is uscd to describe generic versions of blologrc drugs that are h10hly 1
" .similar but not identical to the 1eferencc product"
a) .. Biocompatible biologics ‘
b)." Biosimilar drug products
¢c)  Bioequivalent biologics
-d)’ Blogenctrc Oenerlc drugs

17 Followmg is the major mode of ehmmatron for monoclonal antibodies 1
a) - renal clearance :

b) hepatlc clearance: i
STe) bmdmg to antigens ]

Sud oy

d) ﬁrst pass metabohsm
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18 Followmg protein drug has been approved for dehvely by pulmonary route
a). Calcitonin S
b)‘ Insulin
c) Erythropoietin
d) Lactoferrin
19 The drug release profile ¢ of a controlled release formulatlon compnslng of both thef’r X
loading and mamtenance dose will be o
a) Zero order release
First order release "
c) - Initial rapid release followed by first order release
d) Initial rapid release followed by zero order release
20 Following are the mechanisms of enzyme induction, exeept
a). lncrease in liver size .
b) Increased stablhty of Cytochrome P 450
- &) Tncreased microsomal proteln content
d) Increased perfuslon rate
ol Answer any Two questlons )
1 Elaborate on any five physico-chemical chalactenstxcs of drugs that: affect 1ts;-~»T
' absorptlon Wlth sultable examples.- : D
2 Write the ObjeCth&S and study design for conduct of bloequwalence study
Explaln the methods to assess bloequlvalence
3a A 75 kg patient was given a single IV dose of a drug at a«dose level of 4 mg/kg
The pharmacokinetics.of the plasma concentration -time-curve for this drug fitsa -
one compartment model and the instantaneous plasma concentration-was found to
be 46mg/L and half life was 7.5 hrs. Calculate following parameters assummg drug
follows first order kinetics .
-a) Volume of distribution and total systemic clearance
b) Whatis the plasma concentration of drug after 8 hours?
¢) How much drug'is left in the body after 8 hours?
d) Tnne requlred to eliminate 70% of the dose of drug‘?
3b. A smgle oral dose of 2.8g: of a drug (F=0.8) was given to a 60 kg patient. The
plasma concentration time profile can be described by :
Cp = 173 (421t _ g2ty :
where Cp'= mg/L, t = hours
Calculate
a) tmax 5.
b) Cmax -
| OR
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Answer any Seven questions:
Discuss the limitations of the
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