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BP-702T (CBGS)
B.Pharmacy VII Semester (PCI Scheme)
Examination, December 2024
Choice Based Grading System (CBGS)
Industrial Pharmacy-II

Time : Three Hours

Maximum Marks : 75
Note: i) Aitempt any five questions.

fe=2f gte mef &) 71 I
it) All questions carry equal marks.
wft et & ga 37 2

iii)In case of any doubt or dispute the English version
question should be treated as final.

foredl ot vPR & wg 31eEr fae F Rufy F sl g
& W 1 AT g A

1. a) Discussthe general factors to be considered in pilot plant
scale up technology.

URIEE ATe e -3 ddHte 3 AR g o ard wme
PR ) T P

b) Discuss pilot plant scale-up consideration for semi-solids.
-3 ugreit & faw gRree wiie & R R ffErR-
famef &

2. a) Discuss the granularity of TT process (API, excipients,
finished products, packaging material) as per WHO
guidelines for TT.

TT & g WHO & fRanfidell & R TT wfd (AP
Herre amil, R Sang, 36 gl Hi IR )
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b) Discuss dﬁcumcntaliﬁn,
as per WHO guidelines,

WHO fRenfidell & argar T 3 forq avermsfia, ofew
AR Sy oy =i ¥

premises and equipment for TT

3. a) Explain Regulatory Requirement Approval for obtaining

NDA. .
NDA ¥ &% & foq e smaedasa semtet aazme

b) Write a note on a clinical Research protocol.

@ [Fefiaa Rad Aiemia R U6 A 6

4. Whatis

a) Six Sigma Concept

b) Out of Specification (O0OS)

¢) Change Control

o §

3 Ryew R side

9) IR ATH WS (008S)
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5. a) Explainthe Organization and Responsibilities of the State

Licensing Authority in India.
YR 8 I A it 3 wre iR RriaRat @
HHEATECI

b) Write a note on the Investigator's Brochure (IB).

Fafteer & #eR (IB) &R uop e R

6. a) Discusstechnology transfer from R&D to production as
per WHO guidelines.

WHO Remfidel & srmR R&D & geare F e
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b) Define Quality Management, Write a note on Total Quality
Management (TQM).
Ut e B ARG o) e g He (TQM)
X Th Ate ford

_a) Discuss the various Modules in CTD.
cTD ¥ fafir Aiege w =i |

b) How analytical methods are exchanged in a technology
transfer? g
Srenfrehl geiaRu & fyeamoners Riftal & A -HeH
A fr ST 87

. Write a note on:

e ford|
a) QbD
b) NABL
¢) GLP
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