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Notes : All questions are compulsory.
1. Multiple Choice Questions 20x1
=20

1) A large scale apparatus or full size plant is called as-------
a) Scale up plant b)  Pilot plant
c) Prototype d) None

2)  Process of increasing the batch size known as --------
a) Size Enlargement b)  Batch incrimination
c) Scaleup d) All

3) A measurable term under which test is considered as acceptable
a) Critical control point b)  Acceptance criteria
c) Bracketing d) None of above

4)  Under whose leadership TIFAC has prepared "Technology Vision 2020" in India?
a) Narendra Modi b)  Vikrant Bhatti
c) Dr. Krishnamohan Shetty d) Dr. APJ Abdul Kalam

5) The phase of clinical trials in which maximum number of human volunteers are
involved
a) Phasel b)  Phase Il
c) Phaselll d) Phase IV

6) IND stands for
a) Indian New Drug b) Investigational New Drug
c) International New Drug d) None

7) TGA is aregulatory agency situated in
a) Japan b)  Europe
c) Australia d) Canada

8) Identification of critical elements of a process which are available at SU but are
missing from RU?
a) Gap Analysis b) DMF
c) Design space d)  Spiking

9)  Which of the following is NOT the part of space requirement in general consideration
of pilot plant?
a) Physical testing area b)  Storage area
c) Standard equipment floor space d) Raw material
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10)

How many groups of people require for phase Il trials?

a) 10-15 b) 20-100
c) 100-300 d)  300-3000
11) The firm or institution which submit the IND application is called as?
a) Investigator b)  Sponsor
¢) Sub investigator d) None
12) Module 3 of eCTD consists of ---------- .
a) Quality b)  Safety
c) Efficacy d)  Multidisciplinary
13) CTD is developed by ---------
a) USFDA b) MHLW
c) TGA d) ICH
14) Which of the following is a customer oriented management system?
a) ISO b) TQM
c) GLP d) Sixsigma
15) ---meeeee- is the first company to develop six sigma methodology.
a) Atos b)  Motorola
c) Hyundai d) Sci test lab
16) In which year portal of SUGAM is awarded with e-governance award for excellence?
a) 2006 b) 2018
c) 2016 d) 2017
17) Phase I of OOS includes ------- :
a) Laboratory Investigation b)  Animal care Investigation
c) Clinical Investigation d)  Full scale investigation
18) Which of the following is certification system for laboratory accreditation?
a) NABL b) WHO
c) ISO d) GMP
19) With which of the following ISO 9000 remained concerned?
a) Quality Management b)  Environment Management
c) Process Management d) Document Management
20) Head office of CDSCO is located in which city ----------- .
a) Pune b)  Mumbai
c) New Delhi d) Banglore
2. Solve any two. 10x2

a)
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Explain in details about Non-clinical drug development process.



b) Explain in detail regulatory requirement & procedure for approval of new drugs in
India.

c) Explain pilot plant scale up consideration for semisolids.
3. Solve any seven. 5x7
a) Short note on QRM.
b)  Write note on data presentation for FDA submission.
c) Explain the concept of QbD.
d) Short note on CDSCO.
e) Explain role and responsibilities of Regulatory Affairs department.
f)  Write note on SUPAC guidelines.
g) Explain granularity of TT process.
h)  Explain in details about OOS and six sigma concept.

1)  Explain ISO 9000 & ISO 14000.

*hkkhkkhkkkikik

GUG/W/24/14144 3






