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rite in brief about Non-Clinical laboratory study.
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hat do you mean by material management?
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ine qual i ty  audi t .
hat do you mean by performance quali f ication?

v t . t  is the purpose of ICH?
vi i . f ine calibration.
vi l t . are benefits of ISO 14000?

nlistthe various tests performed for glass container.
is the difference between primary and secondary packaging?

Section B ( 2 X 1 0 = 2 0 )
hat do you mean by validationf wiite a oetaiteO note on anaiyticat meitioO vatioiiion

o .

ain rn detail tbout ettironmantal controt in sterTe areas.
Give a detai led account on stabil i ty testing of dosage form as per ICH guidelines.

Section G ( 7 X 5 = 3 5 )

5 . f ine Total Quality management. What arethe tey elements of fotat Otratity ffiagement?
G-r"_ gl =g.orn, of h lants for pharmJieutrcatsl

-l
_l

r i tc a note on Quality by Design tools.

!g!9s bracketing and qgI'IIg igggn lor stability testing.
ine lSO. What are the steps involved in ISO 9000 registration process?

an account on concurrent val idation process.

is difference between calibration and validation?

1. Give very short answers to the fol lowings (2 marks each):

iscuss the role of QA in pharmaceutical industry.
r i te a short note on accuracy and precision determination during analysis.
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++* Section C consists of Nine qtiestions carrying 5 tnarks each (Short Answer); attempt any SEVEN.

Section A

Gire ven short answers to the followings (2 marks each):
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Section B (2  X  10 :20)

Section C (7  X  5 :35 )
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Instructions to Candidates: 
.l-o sttpplementary/contiruntion sheet will be issued to the candidates. Answer the questions precisely'

What are the purposes of QMS?
What is QbD?
W'hat is a SOP and write its any two benefits?

W'h"t tt TaM?
\\d tr ar*""tt".?

Define GLP.
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nBoardfortest ingandcal ibrat ionlaborator ies.2.
J .

4.

frihat is the protocol for conduct of a Non clinical laboratory study?

Wh.t it -ltd"ti"n? Discuss the various fypes of validation'

What is QbD? Discuss its different elements in detail'

Explain different types of recalls.

Write a short note on raw material maintenance'

Explain concept of ISO.
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