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Sr No lruesfiotrJ

-_-=;El Prescribed authoritY for the

import and regiitation of bulk drugs and

f,-iohad fnrmrrlations in India.

a. The CDSCO, Mimsory or tlealrtr aus

Family Welfare, Government of IndiaI

b.

c. PharrracY Council of Indla (rut)

@s
Aaqnciation flDMA)

d.

Routinga.
2 Below are the stePs of Productlon

planning excePt

b. Loading
c. f\loaatahi

T qhellinod.

a W flow
3 One of the followtng N a D?e or ruirtcrr.r

flow

In bubble airJock system, on door opening

air moves ftom

b TT {ln rr

c S flow
d T flnw

Fffiary area to air-locka.
4

b. l:^*iAan +n oir-loek

-Airlock to the Primary qlgt

unit is

c.
d. s..^"d-"rrareatoairJock

GteyZ-orca
5

il*-ii^.il a.lean Roomb

c Isolator

d Restricted Access lramer sy$em
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6 Fundamental process steps in lyophilization
technology are

a Freezing-Vacuum-Heat-Condensation

b Vacuum-Ileat{ondens ation-Freezi n g

c Heat-Condensation-Vacuum-Freezing
d Condensation-Heat-Vacuum-Freezing

7 This system is used for in-line sterilization
of various orocessins equiDmelrt.

a CIP

b SIP

c FFS

d BFS

8 A tbchnology in which, in one continuous
operation, containers are formed from a
thermoplastic granulate, filled and then
sealed, all by the one automatic machine is
known as ----------

a Filter Fill Seal technology

b Filling Freeze drying and sealinp
technology

c Form Fill Seal technology

d Form Filter Seal technology

9 Hard gelatin capsule filling machine with
indeoendent lvos 6f fesdins mechanism

a Dosator

b Rotarydie
c Auger fiiling
d Mechanical vibration

l0 Remedy for Cappingproblem intablets is a Precompression

b Increasingthe amount of fines

c Mild drying '
d Increase lubrication

t1 This equipment is example of perforated
coatins nan

a Immersion tube system

b Imms$isa sword system

c Driacoater

d Pellegrini pan system

t2 The right sequence of steps for softgel
capsule preparation is

a Drying-Inspection-Encapsulation-
Shorting.Cleaning

b Encapzulation-Drying-Clsanin g-
lnsoection-Sorting

c
Cleaning-Drying-Insp ection-
Encaosulation- Sortine

d Cleaning-Dryrng- Encapsulation
lnsoection -Sortins
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m & o plastic material migrate into
ilbHlim, rtwouidire wrmeci as

a. Leaching

b. Sorption

c. Modification

d. Penneation

t4 A pack formed by sandwiching the product
betwee,n a thermoformable, extensible, or
heat-shrinkable plastic fitn and a rigid
backine material is called as

a Bubble pack

b Stip pack

c Flexible pack

d Rigidpack
15 The testing methods of flexible package

based on application of specific forces
determines its

a Package strength

b Package integnty
c Water vapor fransmission

d Package compatibility
l6 The combination of material athibutes and

process parameters that have been
demonstated to provide assurance of quality
is-

a PAT

b Design space '
c Factorial design

d AQbD
t7 If changes are made for a process parameter

rvithin Design Space, the value for a Critical
Oualitv Attribute is likelv to be

a Within the target specifications

b Above the target specifications

c Below the target specifications

d Cannotbe determined

tt Which of the followins is not a CPP a Rotation speed of the machine
b Flowrate of the blend
c Tablet Hardness

d Compression force
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In system of PAT,
measurement where the sample is removed
isolated from, and atalyzed in close

The _ guidance issued in 2005
and revised in 2009, outlines and defines the
main elements of the ObD framework.
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