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

w:f,

,,...:

a)

b)
c)
d)
4.
a),
b)"
c)
d)
5.
a)

b)
c)
d)
6.

change

,,,1 ,r

Following functions are carried out by pilot plant team-

SUPAC guidelines are applicable for-

Masterformula,validation,vendorselection:;':,.,1,,'
Master formula, staff recruitment, validation
Staff recruitrnent, market survey, validation
Validation, vendor selection, market survey ..''' r:'i

Level I'
Level Il
Level III

Post marketing changes

Pilot plant scale up
Batchvalidation ,' "

Stability studies "i: rti

...:,

I

a)

b)
c)
d)
7.

a):

b)
c)
d)
8.
a)'^

b)
c)
d)

Validation Mixing Plan ..,, rlr; '".- -ll\r.
Validation Master Plan
ValuationMixing Plan .:,:' ,;;,,* ,''
Vahdation Measure Procedure
Example of verlical Tech Transfer is- .l ''
One Manufacturing unit to other unit in same country
R&DtoManufacturing
One Manufacturing-unit to other in another country
Public sector to Private seetor
Preparation of Master Foirnula C$rd is done in 

- 
phase of Tech Transfer

nesearcL Phaie
Development phase

Production phase
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Q.I Multiple Choice Questions ,;. 
' ..,,' ".'1,':'' ""'''.: 20\<.r \<uvr!.v[p ],, a

1. Scale up consideration for dry blending process include-i' ...r,' .. 1 ,fi:
r':r

c) Drying temperafure , ,:,i' ,.',, i, 
,',:"'':, ,nd.ld) Mixing timewt lYlr^ruE luuv ,,.,:' .,ii., ,',' ,f i ,:.:l& i",,.

2.. Platform Technologf refers;rdo .,,.; . 'i' ,:,:t ,ll' I
i'a) Scale up processris " ' . 

, t-l ;:" ,,i*.'- :

r^:r
c)Basetechno1ogyforadvancedresdarch'.........:.n....].
il vuiioution,ttifroiqr*" ' .,"' ..,,i"'" -.1: ',,,,i'" ''r'r .,'i'
3. Changes in batch size beyond a factor of ten times the size are considered as 1.,:;
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9' Acceptance criteria for process varidation h". gir.r':by- 
,,1a) Master Formula Card i!- , , ,

d) Receiving Unit
10. cFR staids for ,,i,'l ,,: 

-'t' 
... .

A Code of Federal Regulations _ 
',. ..;. ;'' .:

b) Center of Federal nigutationsr,t .,,,,. 
" 

. 
,,,''

d)CenterofFederalnigur,afi.:;.-!,:..........]......
11' Investigational New-drug application f-orm is to provide data showing results
a) Clinical studies
b) prectinicai-stu-Oiebl"' 1:.:' ,,,'' 

'' 
.,- I .,;,' i

c) Post clinical sttrdies ,,r.;"' '', ...1"'"' ,'i, 
'

d) None
12. How manv-6p*, or rpplit"tior ruii 

""" 
#ror" , ,,,, '

a)5
b)4

d)2
13. Animal Drug metabolism stuaies are part of
-.) -:Preclinic rtidy ,;",'- --* ":-)"' .,,.

b) 
., "'.' Clinicailstudy ,r'.. " i.,tn .,,,"c) Bioavailabilitv studv

,9I Bi ivaler;; il;y . ,t''
..,,:,',14. .21CFR part3l2uruA'fo, . .,, j.

ll lnvestigarional New Drug Applicationb] prnJran-Orug 
--'o ^ 'rr'rvqlrvu

:l Institutional Review Board

,c)- Critical proo'ebs pararlteter
d) Critical nel&.n."X irut,

:f {,$;*U 
the body responsibte for accreditarion of testing taboratories

''''1s' 
,,,.,.,ffi*rtrlnn".."tu,,t, "rn 

be''.orrio.uiii as ,.:.1 , ,r1 , while apprying

ll Critical eualitygttribute i.,
b) Critical Material Attribute

b).r'
c)'
d)

CDSCO
qoPP
NABL .-.
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17. is usdin the ffirmaceu,iicaf industry to modify any process., i r':

a) Change Control
b) Six Sigma"

:l Total euality management
d) NABL accreditation-
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18.
a)

b)
c)
d)
19t

a)
b)
c)
d)
20.
a)
b)
c)
d)

QII
1.

2.

t-
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Under Drug and Cosmetic Act CDSCO is r.esponsibldiior all EXCEPT, i'i
Approval of drug i . j r.." ,. .,''
Conduct of Cliniial Trial ,,, 

''" ,,, i))':: ,,',; ,,', 
''

:. t!

Layingdown the standards for drug , ,i, -,,r, . ., , ,

Content and reliability of linked website
According to ICH M4 which format is used to assemble all the Quality, safety, {
efficacy information ,".' ..:"' ,.,,1 ,.-, 

' 
,,.- "' ,'.i,l 

'
CommonTechnical6ggumgn1],.".....,,...:..',,,..:.".
Drug Master File
Validation master Plan
Batch Manufacturing RecordSatcn Manulactunng Kecoro

..
Marketing Authority Appliancetr
MarketingAuthorizationApplication...:..."l::,,;,.
Marketing Autonomous Application,, ;.. "" ,:ri 

" .-i'

-,,. , ,h;l

r\,. 't i'r.

. ..n1

1' ,:.'

lvrar rrEur rB fluruilulrruus f\PPrrgauulr
Marketing Autonomous Authorization I .,,.';' :.'' r,,-'''r" .,"i'11'
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QIII Answer the following (any seven)
.4":"' Write in briOf the objective & peisbnnel relliiirement bf the Pilot Plant.
2. Elaborate 'on the informatioa"l'related to Process and Finished Product to be

transferred by Sending Unit during Tech Transfer.
3. State the role of TOT agencies in commercializationof products. State functions of

any one agency.

4: W-rite the ro,lp'and responsibility,'of the Re$alatory,affairs department. '
5. State the obj-ectives and key elements of Total Quality management
6. Define OOS with a suitable example and dhcuss how to handle an OOS
1. Explain the term Quality *d Dir*u, the key elements of ISO 9000 series.
.& " Define the roletnd responsibilities,of COsgb .,,.ti*

9.. Draw and discuss in brief the CTD Triangle
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