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3 ( PART-A: Objective )
Fiine : 30 miun. Marks : 20
Choose the corvect answer from the following: IX20=20

I: G (ot
A lmpurity b. GNP
¢ Stabality d. Pharmacopocia

[

Definition of Quality risk manacement has been mentioned in [ICH puideline

Fo Y o o b. 8
oY d. O
3. Natonal regulatory authoritv of United states?
a. UsIFDA b, CDHsCO
o MW do NEIRA
4o National regulatory authority of INDIA?
X UISEDA b, (DSCO
. NHITW d. NHRA
500 Windh department responsible tor auditing pilot plint?
a O b, QC
. R&D d. I'roduction

o, Rule 172\ fon

A, Chinncal triads b. Permission to import new drugs
. Permission to mar ufacture new d. Issue of import license
drugs

Head of central drug testing, laboratory -
a. Druy controller of India b. Dircctor peneral of health services
¢ TGl d. None of the above

8. ICH QS (o

a. Impurity b. Pharmaceutical Development
. Stability d. Genotoxidity study
S Form 10/10A for
a. Chimcal trials b. Permission to import new drugs
c. Permission (o manufaclure pow d. Issue of import license
drugs
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10, 1CiT guidelines mvoive

a. Quality, Satety b. Quality, Safety and etficency
¢ Quality control and multidisciplinar d. Qualityv, safety, efficiency and
putdelines muilidisciplinan puidelines
. acts as an interface between the pharmaceutical industry and drug regul ton
authoritios across the world.
a. QA b. R&D
. RA d.
12, Which oneis o focus of 1QN]?
a4 Costof product b. Timeline
c. Customer focus d. None of the above
13. Full form of SUPAC?
A Scale upand postapproval changes b. Scale down and post approval

[8 hu”?‘.l"‘
¢ Svrupand parental approval changes  d. None of the above

I Scale-up process performed by?

a. R&h b. Technolegy transter
. 'roduction d. Al of the above

15, Assav comes under
a. Qrrer b. CQA
. QA d. ¢OP
1o, Two or cwore drag products that contain the same Labelled adctiv e ngredientand in
same amount, is calied
A Chemical equivalence b. Pharmaceutical equinalence
¢ Biocquivalence d. Therapestic equivalence
17 NMECis prepared h?
Jo Produdction b, RxD
G KR\ d. QC

18, What s a svnonvim/descoption tor the phase 4 trials?

A Postmarketing surnveillonce b. Pre market sunveillance
¢ Pre EDA approval d. Post FD N approval
19, What s purpose of NDA?
A Sale and marketing b, Charcal tria!
. Market survey d. None of the above

20, 150 LROO ton
a Foviconment responsibility b, Acoreditation body
¢ Custemer nead d. Both band .



Time: 2 hrs. 30 min. Marks : 35

[ Answer any seven (7) questions [

Lo What is IND application? Explain different IND applications 5

2. Write a note on responsibility of Regulatory Atfair Protessional. 5

3 Detine FONL Explain six sigma process, 5

4. Detine OOS, Change control and 15O, Write tancticis of CDSCO, 5

5. Wrile a note on Inyv estigator Brochure 5

6. Discuss principle of QRN and Process. S

7o What is SUPAC guideiine? Write general requirements for pilot 5
plant scale up.

8. Define validation. Mention steps followed in technoiogy transter 5
protocol.

9 Define Regulatory  affair. Mention  layout  chart  for IND S

application.

[ PART-C: Long type uuvs!im@J

[ Answer any two (2) quesiions |

L What do vor mean by pilot plant scale -up? What is its 10
signtticance of pilot plant scale up with routine production
procedure? Eaplain the critical aspects of solid and semi solid

dosase form.
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2. Detime QLD Explain objectives of QbD and elements of Qbl)., 10

3 What 15 NDA? Write its aim. ixplain NDA contents and NDA 10
FOVICW Process,



