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QI Multiple Choice Questions " ""\"f‘t“t‘::‘
1 Clinical studies of a new drug molecule isT~§6nduct§3;:in
a 2 ) L(‘“;J; m ; 2 T »
b 3 ?N % 1 d “ : “"% : “*’5:f "4 0« i*z«,:
d 6 s " V s S 0 R
2 Abbreviated New Drug Applgcauon is’ ﬁied under whlch oﬁthe followlng sectmn of o
Federal Drugs and Cosmetw Act? O~ . : s ¢
a 505b1 3 F &
b 50552 g L ab
c 5055 &
d ~7505a ot
3 X-ray dlffractmﬁ techmque is used "1:0 determme
a- Melting poiat : A
b cPolymox;phlsm o~
=y ~ Water content
- d ‘,:,\f Assay o
4 - In'case of genenc drug apphcatlon followtng studlé@rare condﬁcted as part of product
development except=-----. b o A j;%
ora - bloequlvalence o o
b o dissohition - o
c . stablhty R & e o
xw:';f: Prechmcal ,{f;@ R *« “ ;
5 ___ years.
6 Dru,gs havmg h1gh SOlublllty and Mgh permeabxhty are categorised in --------------- of BCS
' clasmﬁcatmn A K
a’ ClassI & = (¥ o2
b Class IL- o &
Yoo L Classm & S
d o° Classlv .=
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Borosilicate glass is which type of glass?

a Type I
b Type 11
c Type III >
d Type IV
Which parameter is most cruc1a1 in evaluatlng the chemlcal stab111ty ofa drug durmg
preformulation? s
a Particle size -
b Melting pomt
¢ Degradation rate
d pH of the solutlon
The pilot plant scale up. act1v1ty is: ]omt respon51b111ty of --------- departments of
pharmaceutrcal manufacturing industry. . 5
a / Productron and Research development
b 04 Productlon 0 o C <
c w R &D 'Q.A, Production, Q C and Ehgmeermg
di R &D, Q. A Q gt
‘An 1mportant process parameter during prlot plant scale up studies for aseptlc filling and
sealing operation. of parenteral i§ ---==
a = Laminar air flow speed
b Area allocation o
(o Type of glass used
| Pamculate count -
Mlcromzatlon of drug 1ncreases —mmes,
a Dlssolutlon ~rate - - ‘
b “Density o & e .
Ay Crystalﬂhmty ; R
ciud 7 Porosity ot i
BMR refers. raE on % -
a Batch Marketing record - n
~&b =" Batch Manufacturing record e
g Batcthanufactunng reglstratlon
d Batch Marketrng re glstratlon

: Select surtable mstrumental analytical technique for residual solvent analysis as part of

- preformulation studies of drug produet development.
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14 Which one of the following test is performed for evaluatlon of closure‘7 e 4
a Crushing Strength el % o
b Fragmentation Test a 4 1 S
c Heavy Metal Test
d Hydrolytic Resistance Tést
15 R &D, technology transfer, productlon englneermg, quahty control and quahty assurance
departments of pharmaceutical industry-are collectlvely mvolved in 4e"-“‘---.
a Technology transfer e : t ,
N b Quality control R e
c Pilot clinical study o a
‘ d Drug discovery : o
16 is made up of 80%: Slhca 10% BOI’IC Omde and small quantltles of both
* Sodium Oxide’ and Aluminium Oxlde N R & U
a Type 1 Glass N N ¢ ;g' o3
b o Type T Glass R e S o
N A ? Pt e A A
¢ 5 Type 11 Glass o R ;
d. Type v Glass i y > 5 o
17 & Para Ik certlﬁcatlon 1ndlcates that ey «
Coa " No relevant patent is llsged in the Qrange Book o
" ' . b The listed gatent has explred A ol
) c , gThe llsted patent, pLus any other exclusmty, will: explre before the requested
| - : approval N o
d The hsted patent is mvahd or w111 not be 1nfr1nged by the commercmhzatxon of
thq genericdrug K n«:ﬁ‘
18 “"Followmg document prov1des guldance on conduetlng stablhty study
a . ICH Q3A(R2) ~
| b ICHQIB
¥ & ICH Q2B - - i
d ~ICH QlA(R2) oy e
197 Leakage test, Collaps1b1hty test Clanty of aqueous extract and Water vapor permeability
test are carned out for g
a _Plastic Contalner
b ' Glass Contamer o
B Strip Packs B )
- d . Alumlmum Contamer
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20 Which of the following documents are prepared as part of transfer of developed and

-

validated analytical methods to the Quality control- department‘7

a

b

C

d

Q.II

11

I

Q. I

Ke

Method transfer protocol and method validation report

Method transfer protocol and Instrument SOP

Validation guidelines: Method transfer and-Validation protocol
Instrument SOP, cahbratlon and Vahdatlon report

Attempt any two qUestlons out of three

76

B.

A

B o

g
VB

Discuss the methodology of ﬁlmg and approval process of NDA

Descnbe dlfferent approaches for solubrhty enhancement of poorly soluble
dﬂes Q """ .3

,,,,,,,,,

formulated as tablet »»»»»»

'Drscuss the srgnlﬁcance of BACPAC

wwwww

hDrscuss the ob] ectives and functlonrng of CDSCO

~ What i is the significance of partlcle srze, shape and surface area in preformulation

study'7

A compressmn

Vi

VI

Discuss typ1ca1 layout followed in pharmaceutlcal manufacturlng set-up and grve

/ : Grve an overv1ew of documentatron 1nvolved in technolo gy transfer activity
e

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

Drscuss stabrlrty studres durlng product development

‘afiWr1te a note on Scale up and Post Approval changes

- Write a note on medrcal devices packaging.
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ngte the. act1v1t1es mvolved in pllot plant scale up of tablet manufacturmg by direct

(9]
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