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Multiple choice questions ZO ftf
An exercise in information gathering is -'r' .'" I "::.'

To perform thorough document review
to test something that is usually done at the facility as part of the routine
checking all the records thair'are prodDcbd in t[*erprocei.,_:
simplest way to check how a process works is"lo observe'it in actisn .-.:.,

r., lt .-

2- Which of the following is an element of quality system?
a) Product Price Determination ._.,r ". .,,'
b) Distribution
c) Manufacturing operations
d) Licensing " ',:rr'1" ,' -'' '-i:' ,.'-,'

The (3

ar
l.
a)
b)
c)
d)

3. 'Following a speqific devel6pment from
information gathering process is called

a) Interriibw :

b) Reviewing Documents
.j vertical tr-aCting ,tt' ,il' , 't'
d) Observation ,.,.::. .-,' r, 

-

4. Whictr of the fullowing,,i$Ivaluati<in Activity of Quality System? , ",,';,'a) Examine Inpuis Materials :.b) Create anorganizational structure
c) Conduct intemal audits ,.,,,1' ,,,.',' - "

d) Design and develop product and Processes
, .: .""1,1

5. In transitiopidg to quality systems 'u.rungdt*ith other organizations that have
successfully made the transition' is called as

a) Consider benchmdrHng :,,.i" ,.,1 r

b) Conduct a gap analysis
c) Consult with..pipets 1, ;..r,t 

'

d) Sell the rVrteii, 
.. 

,, 
',' 

.. 
-l

::: . ,, '6. ln which of the manufacturing operations produbt being manufactured should

a) Design and dedelop prqduct and}.rbcesses,ti::;
b) Examine Inputs Materials
c) Perform and monitor,operations ,.,11'

d) Address honconfsrmities ,i:,:

7 - ,, ,' ,ib responiible for i&ntiSring resource requirements and
providing resources accordingly

a) Manufacturing Department
b) Quality Unit only
c) Man4gement -'' ',,1-

d) Store:departnient ,,il'

.........
the beginning until the end'

i, 1
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Corrective and Preventive Actions is part of
Management responsibilities ,,r,''

Resources r - 
,.,

Manufacturing operations ':
Evaluation activities ''.'

8.
a)
b)
c)
d)

, Puriflsdwafer '. '..'' .

Potable water
Notrspecified,'any Critetr4 

,,,

14. . i;i Injectab,ies facilities Preferred class''of cleanroom is

a;',rclassio0;ooo.:' :' '';
bj," Cta*s 10000 _ , "''a) Class 1000 '

,, d) Clbss 100 "' ,;l 
,,',

a)

b)
c)",

d)
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15. Which of the following is part of Preliminary treatment process in'Effluent

a) Trickling filter ..,,' ,,,, 
'',, ''

b) Grit Chamber
c) Neutralization tank ". ' 

. . ..,,":,,' ... "'

16. Acceptable limits
a) Between 6.5 to 9
b) Less than 5
c) More than 10

tor pH ot ettluent rs

18. During Audit is considered as documentary evidence to. ,..''"

17. Label of prepared solution in microbiology lab should with
a) Prepared by, date ofpreparation, Expiration date

b) Prepared-by, Procedure of preparation;,gxpiry d$e , .l

c) Proceduie of preparation and compogition of solution .:::

equrpment usage
a), Maintenancerecords
b) Logbook
c) SOP revision date

d) Validation records

19. During audit of microbiology lab results of LAL test are examined for
a) Past three Months
b) Past six months
c) Past one month
d) ;Pa51two-'months ' ':; L

20. Whidh of the,lo-llowing,area can bj expected.to have more stringent microbial
controls? ,l' ,,' ,..

") Oral solutions :" ' 
, 'r: ,,

b) Tablets
c) Ophthalmicpreparations
d) TopiCal creams ,, . 

' 
,,t, .,1.,

QII . Answer the following (any trro) ,.,,' 20 M
1. Write iniletailed,about various methods of information gathering in Audit.

2. Explain in detailed managementresponsibilities & Quality Assurance

functions in quality system.

3. Write a note on a) Aud"iiing of sterile production area b) Auditing of
granulation department. - 

" 
I
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