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Duration: 3 Hrs Total marks: 75

N.B.: 1. All questions are compulsory ,
2. Figures to right indicate full marks

!
i :
[ Q. I Choose appropriate option for the followmg multlple chonce-based questlons 20
I‘“ 1 Quality risk management falls under Wthh ICH guldelme" '

a. Q3 : o
b. Q9 S 5 & &
c. QIO : & )
d. QI2

2 According to WHO GMP gu1delmes Whlch is the most critical requirement for”

o

Use of high- efﬁmency partrculate air (HEPA) ﬁlters A v rt
b. Raw material cost reductlon 3

13

Storage of sterile products at loW temperature 4,
. Availability of at least 10 tramed personnel in the cleanroom

3 Inastability study under ICH guldelmes what are the recommended cond1t10ns :

for long-term stablhty testmg for a drug substance stored at controlled room
temperature?

a. 40°C=+2°C/75% RH + 5% RH

b. 35°C#2°C/65% RH=5%RH
| C. 25°C:£2°C/60% RH+ 5%RH.
b d. 5°C+3°C :

| 4 Which of the following ,tests 1s perforrned to assess the prmt quahty on secondary
| packaging materials? -~ oy :

=9

a. Smear resistance test
b. Water attack test .~

C. Impact res1stance test

d. Tensile strength test

S  The buildings used for the manufacture of drugs should conform to all the
conditions laid down in P : :

a. Pharmacy Act
b. Factories Act,’f‘"
c. Trade Marks Act
d. Companies Act
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6  What is the primary purpose of pharmaceuticai warehousing?
a. To store excess raw materials 1ndefin1tely

b. To ensure safe and compliant storage of pharmaceutical products before
distribution

c. To increase product pricing by limiting stock availability
d. To eliminate the need for Good Storage Practices (GSP)
7  This is not the type of maintenance ;
a. Breakdown maintenance
b. Corrective maiuteuance &
c. Predictive maintenance
d. Physical maintenauce'
8  Which is the second step in Handling of complaints?
a. Monthly trend analysis - : '
b. Corrective action
C. 'fechnical ihvestigation v
dL : Recelvmg of complalnts «
9 In “Quahty by Design”, what does QTPP stand for?
a. Quality target Productprofile
b. Quant1ty Target Process Profile
Quantlty Target Product Profile
d. Quahty Target Process Profile
10 - What is the prlmary purpose: of personnel training in a pharmaceutlcal company?
a..” To increase company profits
~b. To ensure comphance with Good Manufacturing Practices (GMP)
c. Toreduce the need for quality control *
d. To limit the number of employees requrred
11 The term ‘Dlsquallﬁcatron of Testmg Facilities’ in GLP refers to:
“a. a) The suspension ofa faelhty s accreditation due to non- -compliance
b. b) The transfer of study responsibility to another facility
c..¢c) The closrug dow,rij‘of a faciﬁty due to ﬁrlancial reasons
d. The elimination of certain tests from a study

13 test is spemﬁcally used for testing glass containers used for aqueous

a. Light transm1ss1on test
b. Arsenictest .

¢. Thermal Shock test

d

. Internal bu:fsting pressure test
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I3 During pharmaceutical validation, what is the\ orimary,ypirrpose ofvan Operational
Qualification (0Q)? : )

a. Monitoring long-term performance of the system

b. Verifying production capacity :

C. Checking if the equ1pment operates within deﬁned parameters
d. Ensuring the equrpment is installed- ‘correctly 4

14 Which of the following tests is performed to evaluate the chemlcal resrstance of
glass containers? i .

a. Light transmlssron test
b. Water attack test
¢. Karl Fischer test

d. Gas chromatography ,
1S Which type of airflow is used in clean rooms to prevent contam1nat10n‘7
a. Turbulent airflow Y ;
b. Unidirectional (Lammar) alrﬂow
c.” Recirculatory alrﬂow
d. Staticairflow Al
16 GLP primarily applies to:
a. Clinical trials in humans
b... Nonclinical laboratory studies for product safety evaluatlon
C. Marketing of pharmaceutlcal products
d. Manufactunng and packaging processes -
17 Which type of glass is most suitable for storing’ parenteral formulatrons‘7
a. Type IBoros111cate glass 7
b. Type I Soda-lime glass
C. Type I Soda-lime silica glass
d. TypelV General-purpose °lass

18 Which document provides detarled 1nstruct10ns on how to manufacture a product
in a batch-wise manner?

a. Master Formula Record (MFR)
b. - Standard Operating Procedure (SOP)
C.  Quality Audit Report
d. Stability Study Report -
19 What is the primary purpose of raw material quarantine?
a. . To separate materrals that requrre quality testing before approval
b. To store materials permanently in one location
c. Todiscard unnecessary materials
d. To prepare materials for immediate use

80530 : Page 3 of 4

*
NXELNAXT A TIEEMVLOANT A 12 ELMVLOAXT A TVICEMVLONANT A TIEET
w




Paper / Subjecf Code: 87616 / Quality Assurance

20 Which tool is commonly used in QbD for risk assessment?

a. Fishbone (Ishikawa) diagram

b. X-ray Diffraction (XRD) A «

c. Differential Scanning Calorimetry (DSC)

d. High-Performance quuldw Chromago,graphy (HPLC)

Q. II Answer any two questions. (Any 2) -

1
2

Elaborate on QlA and QIB’ ICH gu’idelines for new drug substances

Discuss in br1ef the hydrolytlc res1stance test.

What is Complamt" Discuss: the steps 1nvolved in handling of complaints in a
pharmaceutlcal company :

Q. III Answerany seven questlons (Any Seven)

1
2
3

Discuss the QC tests for rubber closures y

Explain the role of batch formula records and master formula records in

< jpharmaceutlcal documentation.
4 Define QbD Elaborate on tools of de

Wnte a note on ut111t1es and mamtenance of stenle areas. Illustrate a layout of

"""""
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