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BP-702T/PY-702 (CBGS)
B.Pharmacy VII Semester (PCI Scheme)/
(Non-PCI Scheme)

Examination, November 2023

Choice Based Grading System (CBGS)
Industrial Pharmacy-1I

Time : Three Hours
_ Maximum Marks : 75
Note: 1) Attempt any five questions.

fag} ufa wesl @t a1 Hifdrey

1) All questions carry equal marks.
Ft ueHl & WA afw

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

foredt ft TR & Ty e fare i Ry o s amr
& W9 I Afem AT SR

1. a) Explain Pilot Plant Scale up for Solids and relevant
documents.

Tifere 3w wrifie exar & fory urer wie wha 3l
&t @ AR
b) Briefly discuss about Platform Technology.
eEH St & g H Fag H Taf el
2. a) Explain WHO Guidelines for Technology Transfer.
gt eraiaru & fo faea ware Wew & Rafde

@ SR it
b) Explain Quality Risk Management and Technology

Transfer Protocol. - | §

T AREA FEvE AR S g NdwE 3l

FaAE| |
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3. a) Discuss Historical overview of Regulatory Affairs
fafrars Tal & Udrifte Rigedies w aaf &)
b) Explain Investigational New Drug (IND) in detail.
FRIRRCheFe = g (IND) &I R & wwengy)

4. a) Explain New Drug Application (NDA) in detail.
=] & Ufehe (NDA) @t R & w9yl

b) Discuss about Investigator's Brochure (IB).

IFIYF AR (IB) & I # Tgf v

5. a) Explain Six Sigma concept in detail.
e Ry srqumon @ R | |9
b) Write a Short note on GLP and NABL.
GLP 3R NABL W t& 4fég Ae ford

6. a) ExplainCDSCO indetail.

CDSCO & R § TR
b) Explain Certificate of Pharmaceutical Product in detail.

wHfgfede Meae & Affhde B v | TSyl
7. a) Briefly discuss about ISO 9000 series.
ISO 9000 T & aR § W& A i |
b) What is Clinical Research protocol?
feeree ford Meeid 71 & ?

8. a) Write a Short note on APCTD and NRDC.
APCTD 3k NRDC W 1@ W3 e ford |
b) What s the role of Regulatory Affairs Department?

Prames T P T i sifie @ 87
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