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( PART-A: Objective )

Uime : 30 min. Marks: 2
Choose the correet ansicer from the following: Ix20=20
I acts as an mterface between the pharmaceutical industey and drug, repulatory

authorities across the world.
a QA b, R&D
c. [RaX d. X
2. Whatis purpose of NDA?
A Sale and marketing, b, Clinical trial
. NMarket survey d. None ol the above
3. Whatis a synonvm/description tor the phase 4 trials?
A Postmarketing surveillance b. I're market surveillance
. e FDA approval d. Past FDA approval
4o Twoor more drag products that contam the same labelled active mgredient and in
same amount, 1 ocalled
O Chemical equivalence b. Pharmaceuticaf equrvalence
. Broequivalence do Therapeutic equivalence
L1 pudelmes mvalve
A Quahity, Satety b. Quality, Safetv and elficiency
¢ Quabty control and multidisciplinary . Qu.llil}'. Sately, efficiend v and
guidelines multidisciplinary puidelines
6. Which oneas atocus of TONI?
a Costof product b. Timeline
. Customer focas d. None ol the above
7. Assav comes under
G QN b. (LI
. QA d. QP
8. ICH Q7 for
a lmpunty b. GNIP
¢ Stability d. Pharmacopocia
9, elbtarm ool SLPAC?Y
a. Scaleup and post appros al changes b. “cale down and post dppl‘(l\.‘d'

hanges
¢. “vrupand parentl appioval changes  d. None of the above
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MEC is prepared by?

oo Produaction b. R&D
c: OA d. QC
Definition of Quality risk management has been mentioned in iCH putdeline
a. Q7 b. Q8
c. QU d. O3
Ccale-up process performed by?
a R&D b. Technology transter
c. Production d. All of the above
Which department responsible for auditing, pilot plant?
o OA b. QC
. R&D d. Production
Head of contral drug testing, laboratory-
a. Drug controller of India b. Director general of heaith <services
. DCGI d. None ol the cbove
Form 10/ 10A for
a. Chnical trials b. Permission to import new drugs
¢. Permaission to manufaciure new d. Issue of import license
drups
Rule 122A for
A Clinical trials b. Permission to import new drugs
¢ Permission to manutfacture new d. Issue of import lvense
drugys
150 11000 tor
O Eovonment responsibility b. Accreditation body
. Customer need d. Both band ¢
1CHTOS tor
a lmpurnity b. Pharmaceutical Development
. Stabihiny d. Genotoxicity study

National regulatorny authoritv of INDILA?
a. USEDA
. MW

National regulatony authonty of Umited states?

€ LSEDA
¢ MW

b.
d.

b.
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I'ime: 2 hrs, 30 min. Marks: 35
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[ dnswer any seven (7) questions |

What is IND application? Explain different INITY . oplications s
Write a note on respensibility of Regulatory Aftair Professional. 5
Detine TONL Explain six sigma process, S
Detine OQOS, Change control and 150, Write functions of CHSCO, 5
Wrile a note on Investigator Brochure 5
Discuss principle of QRN and Process. 5
Yhat is SUPAC guideline? Write general requirements for pilot 5
plant scale up,

Detine validation. Mention steps followed in technology transfer s
pretocol.

Define  Repulatory affair. Mention  layout  chart  for  IND 5

application.

{ PART-C: Long type questions J

[ Answer any two (2) quesiions |

What do you mean by wilot plant scale -up? What is ils 1
significance of pilot plant scale up with routine production
procedure? Explain the critical aspects of solid ancd senvi solid

uosage form.
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2. Define ObD. Fxplain objectives of CUD and e ments of QbD. in

3. Whal is NDA? Write its aim. Expiaim NDA contents and NDA 16
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