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Question Question k o A% & ? Max.
No. ' - g . & Marks
QI Multiple Choice Questlons (Answer all) o ~f « 20 -
1. Lipophilicity of an organic compoﬁﬁd is expressed in terms of - & 18
a) partition coefficient - A
b) pKa

\\\\\\\\\\

C) solubility \ t A,

d)  crystallinity - 5 G e L

. s Hixon and Crowell modlﬁed the Noyes-Whltney equatlon to take mto 1.:;'"
account the changing o

a)  surfacearea Ly

b)  density ; e I

et c) disS61ution ‘ < &
d)  porosity 5 , y

3. ~'ICH guideline for photostablhty testmg of new drug substances and product S5 1

,\,

is T i

) QlA S - A A
b)  QIB ‘ . J |
‘¢ QIC :
d - QID
4, Which one of the follong strategles would not normally be- expected to 1
ot reduce the rate of ox1dat10n ofan API? . i
a) ’Replacmg air in package with nitrogen
b) ~ ‘Addltlon of heavy metal to. the formulation .
¢) - Protécting formulation from light .«
d) Reducing the: temperature of the formulatlon
= 5. ;Dunng experlmental des1gn, Vanable is- deﬁned as 1
TN a) Treatment
k b) Factor ‘
c) Varance & O oo g
d) Level «
6 The followmg parameter is referred to as dependent variable in an 1
~ optimization technique

a) type of polymer
b)  content uniformity .
¢) _ rpm of blender

d) ** binder concentration
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a)
b)
c)
d)

a)
b)
©)
d)

2)
b)
©)

d)
10.

a)

,,,,,,,,,
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Response Surface model includes followmg, except

Models are Polynomial : ,

Includes Term for Interaction & Curvature % "
Insignificant Terms are not dlscarded - 3 e
Coefficient are established by regression: analys1s & ae

Design qualification gives fgnctlonal and 2 spec-i‘ﬁcations of the
instrument or equlpment A 4

operational
approximate 4
essential
trial 5 - ;
Checking any, démage to; the equlpment is A qualiﬁd“ation.
design .-
operatlongg ‘
installatign g
performance I ST v S = I < &

To: carry out: cperatlons for dlfferent sampfes and to check performance of
the equlpmént is / :

S
o o

,,,,,,,

ﬂ”Performance quahﬁ‘cation

Operatlonal quahﬁcatlon
Installatlon quahﬁcatlon

The ABC concept of mventory control was outhned by__
» VY Pareto

Dr. Orhcky &

Ford W Harris ’ o
‘fHerman Hcllernth o
}Perpetual mventory system rncludes

Bin cards X S

Group essen;ial items,n;f’”“

inrecast saijl‘es Py :r;fj“ f‘:ﬁ!’i‘
' EOQ ‘ :

o,

,,,,,

< half the order qnantlty

thrige the ordér quantity v i
Potosity is also known as

~Bulk volume
" True volume

Filled volume |
Void volume
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15.

b)
©)
d)
16.
a)
b)
©)
d)
17.

a)
b)
d)
18.

b)
o
d)
19.

-a)
©)

d)-
20.

b)

c)
d)

Qu

1a.

1b.
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VFor f2 analys1s the number of unrts each of test and reference products RS §
“required are____ v oY

s malntalned at 25 mm #+ Smm dunng the test:f“
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in ,

horizontal plane due to vertical compi‘ession force

vertical plane due to vertical compression force A
horizontal plane due to honzontal compressmn force af ; -

vertical plane due to horizontal compression force V

Lactose is an example of Type ___ material' based on Heckel equation - 1

First Order ‘ 7 ‘ 2y

According to H1guch1 model drug release from porous matrlx is dlrectly 1.4

related to

time , ~ -, , e ,
square root of time : o - X
cube oot of tinié 30 o 5
log time -

kY

Twelve
Sixst
ten
Elght o S , ‘
Distance between-inside bottom of the Vessel and basket m case of USP type 1
I (Basket apparatus) .

1s malntalned at 25 mm'+ 2mm durmg the test

is maintained at 13 mm + 2mm durrng the test

The drug is cons1dered h1 ghly permeable when the extent of drug absorption 1

in humans is__ or ‘more ofan admmrstered dose based on a mass balance
' deterrmnatlon or m comparrson to an 1ntravenous reference dose.
75% "
90%
70%
Answer any Two 20
Drscuss study of crystalhmty and polymorphlsm as a part of preformulation 5
astudy J
'Explain the Followmg Terms Factors, Levels & Interaction. 5
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Radial die -wall forces arise as a result of”tablet niass attempting to eg(pand , 1
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2a. Explain the concept of Economic Order»Quantlty (EOQ) rad o y 5
2b. Elaborate on cGMP requirements for, sefvwes gqulpment and maintenance. - 5
3a. Explain the correlation between compresswn force & propertles of the tablet’ 5
influenced due to compression. - S A8 -
3b. Explain the bondmg mechamsm during compressmn of the tablet 5
QIII  Answer any Seven  © 7 % 3 i 35
1. Discuss the ICH guldehné’s for stablhty testmg ofa ﬁmshed pharmaceutlcal‘ 5 ,
product. g 2
2.  Explain with su1table example 32 factonal des1gn ) ; 75 ‘
3, Explain the vahdatlon profocol for performance quahﬁcatlon for Small = 5
Volume Parenteral ¥
4. Write a short: 1ote on tﬁe concept of TotaL Quahty Management 8
5. Give sahem features of the ABC method of 1nventory control o -5
6. Write th@ dlfference between the followmg durmg compresswn 5 5
Fragmentatlon & Deformatlon 5 ¢ :
7. Give the graphlcal description of the compx:esslon prodess o 5 .‘
8. Comment ‘on sele tion of drssolutlon medla ba§éd on phys1cochem1cal 5 -
Vﬁpropertlés of drug(ﬂ“and dosage form. - - 5 \:
: Whatis IVIVC%Descnbe%he four levels of IVIVC O A w5
s %gf%w ***f?*******fgkﬁc****ﬁ:ﬁ*******f*ﬁ:****
i Vo o e
-
b i
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