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The figures in the margin indicate full marks for the questions.

1. . Multiple Choice Questions (MCQ) (Answer ALL questions) : (20 x 1 =20)
(1) is referred to as the “father of Quality Control”
(a) Kaoru Ishikawa (b) W.Edward Deming
_ (¢) Genichi Taguchi (d) None of these
(i}) Guideline for environmental aspects in product standards is in
(a) ISO 9000 (by ISO 14000
(¢) ISO 9001 (d) ISO 26000
(1i1) What is the primary goal of Quality Assurance (QA)"
(a) Identify defects after production
(b) Prevent defects before production
(¢) Fix defects during production
(d) Ignore defects during production
(iv) Pre market validation is called as
(a) Retrospective (b) Prospective
(¢) Design Qualification (d) Concurrent
(v) Which document outlines the detailed steps and controls for manufacturing

a pharmaceutical product?

(a) Standard Operating Procedure (SOP)

(b) Ce.rtiﬁ‘cate of Analysis (COA)

(¢) Investigational New Drug Application (INDA)
(d) New Drug Application (NDA)
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(v1)

(vii)

(ix)

Factories Act Came in the year

(@) 1958 (b) 1948
() 1968 (d) 1978
Calibration ig necessary for
(@) Qualification . (b) Validation
(¢) Both (a) and (b) (d) None
(viii) Which of the following is NOT a key element of Qual@g;De&gn"
W
(8) Risk assessment o\@\;(\*'? A
. 00 \)d 0\\
(b) Design space 6‘\\)‘1&8‘;19@‘
() Post-marketing surveillance 0“0@0 Pia
(d) Control strategy 6\(\\"‘ 5@‘0
Ware housing refers to the process of goods
(a) Holding (b) Storage
(c) Both (a) and (b) ' (d) None

(x)

(xi)

(xii)

What is the purpose of a risk assessment in Quality by Design?

(@) To eliminate all risks associated with the manufacturing process
(b) To identify and understand potential risks to product quality

(¢©) To expedite the drug approval process

(d) To ensure maximum profit margin

Which regulatory agency is responsible for overseeing pharmaceutical
quality in the Australia?

(@) FDA (Food and Drug Administration)

(b) EMA (European Medicines Agency)

() WHO (World Health Organization)

(d TGA (Therapeutic Goods Admim'stration)
Good documentation is an essential part of

(a) Quality control

(b) Quality assurance

(¢) Production

(d) All of the above

(xiii) ICH discusses i aspects of production reg‘i’stration
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(a) Scientific (b) Technical
(¢) Both (a) and (b) (d) None



(xiv) Water attack test is only used for

glass containers?

(@) Typel - (b) Typell

(¢) Typelll - (d) None
(xv) For accelerated stability condition RH is

(@) 60% (b) 65%

() 70% d 75%
(xvi) ICH Q9 is for

(a) Safety assessment
(b) = Quality risk management
(¢) Product development
(d) None
(xvii)The Sub Part B of GLP deals with
(a) General provisions
(b) Organization and personnel
(¢) Disqualification of testing facilities
(d) Records and reports
(xviii) provides direction to the ent1r@pca§‘bess of TQM

~ -:(\“ \‘9‘ )
(a) Trust aoet U“\,\“i g\\‘i‘.
%) Loadsrehi . ac,‘(\o\“ o 2

AR,
(¢) Communication .G\‘;}\ N©

(d) Integrity _

(xix) One of the important aspects of Equipment validation is
(a) Installation Qualification
(b) Performance Qualification
(¢) Process Qualification
(d) Process Validation

(xx) SOP means
(a) Standard of Purpose
(b) Standard Operating Procedure
(¢) Single Operating Procedure
(d) Standard Operation Process
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