
t- Peper / Subject Code: 69530 I

TIME:3HRS

Analytical methods are --------------- as per
ICH Q2Rl guidelines.

Procedures and acceptance criteria ofvarious
parameters of analytical method validation
are mentioned in -------

User requirement specifications is part of

;;;;ffi;;;u::":'**'o ir anY

Action of proving and documenting that any
process, procedure or method actually and
consistently leads to the expected results is
referred as

PPQ stands for ----------

Instrument qualification of W
spectophotometer is done with the help of all
of these parameters except-------

Options
User requirement specification
Functional requirement
specification

c Technical requirement
specification

d Raw material and finished
product specification

a developed
b calibrated
c validated
d qualified
a Validationmasterplan
b Validation protocol
c Validafion r€port
d Validation policy
a Methodvalidation
b Calibration

Design Qualification
Performance Qualifi cation
Reho spective Validation
Performance Qualifi cation
Revalidation
Concurre,lrtValidation'
Calibration

QbD
Qualification
Validation
Process Performance

Qualification
b ProductProfile Quahty
c Primary Packaging Quality
d Product Process Qualification
a Photometric accuacy
b Wavelength accuracy
c Wavenumber accuracy
d Photometriclinearity
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Dose uniformity is the monitoring parameter a IIEPA ,j' ]

in qualification of --------- b Tablet compression machine ,f,P:c DryPowdermixer ii'

10 serect the biorogical indicator used in the I ro;i;Y:f,#'# "i
qualificationof autoclave 

: f:;I!y'rr**""' jfjt,
d Psandomonas aentginosa i,a,|,,,, .l

11 In cleaning validation, oan intoduce I Swab sampling i

fibres into the system. b Product sampling ,ilj
c Placebo sampling J:it Id Product samPling (',t,:,.... .l

12 The time required at a certain temperature for a D-value " I

a 90% reduction in microbial population is , 'l
referred as b P-value ni{

iLo I

C Z_Vahle ,:*=i.,:, ,i

.. - r v-.^r..^ i'i'",,,,, 'd X-value i'

r d Concurrent validation

, ,,";).S qualification of --------
.i,,:i" b FTIR

i ' c Uv-visible spechophotometer ,,1 ,,

.1.,,1..1.11,& d PHmeter 
ll.. ll i..

,,,#,,,,,,,, 15 Inl{VAC,hygrometerisusedtocheck a Pressuredifference , ,,,,,: ,,:]

ff;,,,,,:,:',;,, which validation test? 
', ]i,:::.:::.:::::::: 

uvu Yruwuva ]vDrr b Temperature and humidity ,,,, , l

I

#S c Airflowpattem .lI
I

d None ofthese 
f ,: 

,, ,, 16 checks the accuracy of an a Revalidation

i.fi' rr"o,r**i*Ji*.-rr,*E"Lceablityof ; ;;; .......[
.,,:., t;t!::: memeas,rement. 

-'-'-r -' b OpoationalQualification , ,,,,, ,
, ,,',.,,i .._*::_-__; ----- -J -- b OpoationalQualiflcat

ttre measurement., "il:' ,,'iz'i ' c Prospectivevalidation

il r:r d Calibration
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t7 PharmaCeutical research invention can be a

protectedby b

c

d

Any new and unique composition made by a

music artist, can be protected by ----- 
b

c

d

is validitY Period for t
copynght in India?

A grant grven by the Government to an

inventor for having made an invention,

which possesses the property of novelty,

non-obvious and industrial utility is referred

as -------------

Registered design

copynght

Trademarks

PatenJs

Geo graphical indication

Trademarks

Patents

Copynght

20 years after the creator's

death.

b 10 years after the creator's

death.

c 60 years after the creator's

death.

d 5 years after the creator's

death.

Industrial Design

Copynght

Patent

Trademark
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Q 3. Attempt any SEYEN questions i
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1" r' t';I What is qualification? Discg$f'er g1d SAT wi$ respect 1g+Ainc.p. (rl)'
, , ,*,", : o,.,.: ;:l:,t l':.. . '., ,;'i.::

fi ...., Discuss,OuatificatiglffitlabOfiffiequrpg+ts wi1$ryillle e.1z$nale. ,- ,'' (05)oi.!i

ry Discuss various"fl#ameters 6f analytiib,tmethod;'iaUaationas per ICH (05)

: i ,:.; , *i. ;'... ,.
,: , , , .r*' : ...|;.{: ,1,r1. ,.t: '.' '. '. :.;ii:'::

n Explain qualification of'Sl-y6iqffipeetoqsttometerof ,.:;'" .,:,(05)
,"'l*i, , "; f,,, ,,,,, ,r,,- ..- : i",: , r.r

1,, , Give.Oanrnitl6rr,leg{rights oUtriihba:by alplicants arr-ilnalidity,,6erioa for l.llf (051 .

1. Patents , .

' 
,i;" i,:$nequr.ement sne ."tio4,r-:: ,r;il" .,.,,ti't' ,,.-'''' ..a,,.,

YII. PiiCuss filling of a patofrf application in tndia; (05)

l
,yfrr #xntaf1ff conTp.l4clean-! alidatiy-n. 
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W ,,iit Give,anore*igt'oE .:: ,. i'-' (05)
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