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1. An exercise in information gathermg is . hG P
a) To perform thorough document review { o
b) to test something that is usually done at'the facrlrty as part of the routine
¢)  checking all the records that are produced in the process -
d) simplest way to check how a process works is. to observe itin acuon
2. Which of the followmg is an element of quahty system‘7
a) Product Price Deterrnmatlon X
b) Distribution
¢) Manufacturing operatlons
d) Licensing - ¢
3.  ‘Following a spemﬁc development from the: begmmng untll the end’ in:

information gathermg process is called
a) InterV1ew
b) Reviewing Documents
c) Vertical tracking
d)  Observation

4. Which of the followmg is Evaluatlon Acthlty of Quallty System?
a)  Examine Inputs Materials "

b) Create an orgamzatlonal structure

¢) - Conduct internal audits

d) Desrgn and develop product and Processes

\\\\\\\\\

5. In transmonmg to quahty systems arrange w1th other orgamzat1ons that have
successfully made the transition’ is called as

a)  Consider benchmarking - \ e .

b) Conduot a gap analysis - ‘ N e

d) Sell the system

6.  In which of the manufacturmg operatlons product being manufactured should
be defined : v

a)  Design and develop product and Processes

b) Examine Inputs Materials - |

¢)  Perform and monitor operations ;

d) Address-rionconformities

........

prov1d1ng resources accordmgly
a) Manufacturing Department = : ’ il
b)  Quality Unit only |
¢) Management
d) Store department
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a) Management responsibilities &
b) Resources S
¢) Manufacturing operations :
d) Evaluation activities

9. Acids, bases and reagents used in Quahty control lab are
a)  Active Pharmaceutical Ingredlents ~
b) Excepients

c) Registered intermediates

d) Non-critical raw materials .

10. KPIs stands for -

a) Key Practice-Indicator.
b) Key Performance indicator
¢) . Key Procedure indices

d) Key Pui‘ity indication

11. Packaging Component ””” Cr1t1cal (PCC) is

a) non-prmted packagmg component

c): )Pnntedmcarton of cough Syrup bottle
.d) any printed packaglng cornponent prlmary(product contact) component or
- dev1ce 3 ‘

12. < During the audit of personnel of a tablet manufacturlng area, the recommended
' number of personnel records to be checked 1S

a) Three :
b) Five 2 48
) Two

d) < Seven

3. M1n1mum acccptable quahty of water as excrplent in formulauon of

Ncsal/Ear Preparatlons 15 -
b) Purlﬁed Water
c). Potable water -

-d) Not spec1ﬁed any Cnterra
14. For Injectables fac1ht1es Preferred class of cleanroom is
a) /< Class 100,000 iy Ty

& B9 Class$0000 & -5
. ¢) Clags’'1000 ¢

d) Class 100 <
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15. Which of the following is part of Prehmmary treatment process 1n Efﬂuent
Treatment Plant (ETP) ;

a)  Trickling filter

b)  Grit Chamber

¢) Neutralization tank o /

d) Ion Exchange o : 5 A0

16. Acceptable limits for pH of effluent is
a) Between 6.5t09 : 3
b) Lessthan 5

c¢) More than 10

d) Any pH is acceptable

17. Label of prepared solutlon in mlcroblology lab should w1th ~
a)  Prepared by, date of preparation, Expiration date >

b)  Prepared by, Procedure of preparation, expiry date

¢)  Procedure of preparation and compos1t1on of solutlon .

d) Prepared by and composmon only o

%

18. During Aud1t is cons1dered as documentary ovideis: ot >

equipment usage
a) -~ Maintenance records
b) Logbook

c) SOP revision date
d) . Validation records

19. During audit of microbiology lab results of LAL test are examlned for
a)  Past three Months »

b) Pastsix months

c) Pastonemonth
d) - Pasttwo months e o5 :

20. Which of the foIlowmg area can be expected to have more stringent microbial

controls?
a)  Oral solutions {
b) - Tablets- :

c)  Ophthalmic preparatlons
d) Toplcal creams :

QI Answer the followmg (any two) ' 20M

1. Write in detailed about various methods of information gathering in Audit.

2. Explainin detailed manégement Vresponsibilities & Quality Assurance
functions i n quahty system

3. Write_a note on a) Aud1t1ng of sterile production area b) Auditing of
granulatlon department
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QI Answer the following (any seven) M/U;; ) 35M .
Write short note on management of audlt Re

Give account of transitioning to quahty appr@ach
Give process of vendor selection ‘and short. listing
Write short note on evaluation act1v1t1es in quahty system

Write a note on Auditing oﬁCapsule Pfoductlon area o * o \

Which information to bemllected in the pre-; ~audit phase and duf;(ng ﬁeld v1s1t

for auditing of mlcroQ;elogy lab?: b

7.  Give essential cons1derat10n 111 relation to raw matenals and water as an
elements of mlcroblology laboratory audlt 5 o

8.  Write short not ~0n stages of efﬂuent treatrnent process and hlghhght pomts to i
be conmdered“dunng audlt s o $

9. Enlist 1mportant pomts to be cons1dered durmg audlt of HVAC system
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