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SrNo Ouestions Ootions
I CFR-21 Pafi l1 is related to: a Medical Device Resulations

b Food SafeW Standards

c Electronic Records and Sipnatures
d Environmental tnpact Assessment

2 Process capabilitv is a measure of: a Emolovee oroductivitv
b The ability of a process to produce

conformine oroducts
c Marketine effectiveness
d Raw material avulability

3 One of the advantages of benchmarking is: g Deoreased Awareness of Industry
Trends

b Limited Access to Extemal
Knowledse

c Enhanced Adaptabilitv to Chanses
d lsolation from Extemal Practices

4 What distinguishes customer delight from
customer satisfaction?

a Satisfaction is a one-time occurrence

b Satisfaction is achieved through cost
reduction

c Delight is achieved by exceeding
customer qrpectations

d Delight is solely based on product
price

5 Which ofthe following is an example of an

appraisal cost in the cost ofoualitv?
a Employee fraining programs

b Scrao and rework costs

c Product testins and inspection
d Warranty repairs

6 Which of the following is a leading quality
mehic in manufacturine?

a Customer Satisfaction Score

b Return on Investnent
c On-time Deliverv
d Employee Attendance Ratd

7 What is the primary objective ofregulatory
comoliance in Oualitv Manaeement?

a Maximizing Profit

b Ensuring Legal Conformity
c Reducine Employee Tumover

d Accelerating Production Speed
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8 In ISO 9001:2015, which clause focuses on
the "LeadershiD" of an oreanization?

a Clause 4

b Clause 5

c Clause 6

d Clause 7

9 In the context of quality, what does the
dimension of "Durabilitv" refer to?

a The consistency in meeting specified
standards

b The presence of additional features
beyond basic functionality

c The ability of a product to withshnd
wear, stess, and environmental
conditions

d The appearance and feel of the
product

10 What role doos the Qualrty Management
Review play in achieving Operational
Excellence?

a Avoiding Customer Feedback

b Identiffing Opportunities for
Imorovement

c Ensurine Cost Reduction
d Implementing Short-Term Fixes

11 According to Genichi Taguchi's Loss
Function, what happens when a product or
process deviates from the target or ideal
value?

a Gradual increase in quality costs

b Linear decrease in quality costs

c hnmediate elimination of quality costs

d No impact on quality costs

L2 Vftich statistical tool is commonly used to
measure the dispersion of data points in a
process?

a Mode

b Mean
c Median
d Range

13 In the context of ICH stability zones, which
zone reDresents a hot and humid climate?

L Zolrel

b 7-onell
c Zone III
d ZoneTY



t4 In the context of Quahty Risk
Management, what is the initial step in the
risk manaeement orocess?

L Risk Conhol

b Risk assessment

c Riskreview
d Risk ranking

l5 In developing a tablet formulation using
QbD, what could be considered a Critical
Oualitv Atfribute (COA)?

a Employee Training

b Dissolution rate

c Package size

d Tablet color
16 Why is auahty Risk Management

important in the pharmaceutical industrv?
a To ignore variations in manufacturing

Drocesses

b To e,nhance decision-making and
ensure oroduct oualitv

.c To avoid resulatorv comoliance
d f6 minimize any form of risk

17 All of the following are 75 elements in the
McKinsey model except_.

a Strategy

b Strrcture
c Sales

d Shared Values

l8 Company X is interested in comparing its
production efficiency with that of its direct
competitors. Which type of benchmarking
is Comoanv X emolovins?

a Financial Benchmarking

b Process Benchmarking
c Performance Benchmarking'
d Stategic Benchmarking

L9 In response to a batch failure due to a
deviation in the manufacturing process,
what could be a suitable Corrective Action
as oart of CAPA?

a lmplementing a new product variant
without further investi gation

b Minimizing documentation to
expedite the process

c Updating the employee haining
program to address the specific
deviation

d Iguoring the deviation and proceeding
with the batch release

20 NABL is associated with the accreditation
of:

a Manufacturing Plants

b IT Companies
c Laboratories
d Hospitals
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Q 2. Attempt any Two question ., .o .:: 20 M -
i ) Elaborate on how QbD principles contribuffiito a sysl.!!.riratic anffiience-ha6tO upp."{Ch to

ii) Discuss the key components of tfre Sl* System.Inspection model apd quality ,Vrt"rn. io;
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