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BP-606T/PY-606-CBGS
B.Pharmacy VI Semester (PCI Scheme)/

(Non-PCI Scheme)
Examination, June 2020

Choice Based Grading System (CBGS)
Quality Assurance

Time : Three Hours
Maximum Marks : 75

Note: i) Attempt any five questions.

{H$Ýht nm±M àíZm| H$mo hb H$s{OE&
ii) All questions carry equal marks.

g^r àíZm| Ho$ g_mZ A§H$ h¡&
iii) Subparts of the question should be attempted in

continuation.
àíZ Ho$ IÊS> EH$ gmW hr hb H$aZo h¢&

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

{H$gr ̂ r àH$ma Ho$ g§Xoh AWdm {ddmX H$s pñW{V ‘| A§J«oOr ̂ mfm
Ho$ àíZ H$mo A§{V‘ ‘mZm Om¶oJm&

1. What are the general principles of analytical method
development. Compare accuracy and precision, LOD and LOQ
with reference to ICH guidelines.

'{díbofUmË‘H$ {d{Y {dH$mg' Ho$ ‘yb {gÕm§V ³¶m h¢? Eo³¶yaogr d

{à{gOZ, Eb.Amo.S>r. d Eb.Amo.³¶y. H$s Am¶.gr.EM. {dem{ZX}emo Ho$

AZwgma VwbZm H$a|&
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2. How complaints should be handled according to the GMP
provisions? Elaborate recalling and handling of return goods.

Or.E‘.nr.Ho$ AZwgma {eH$m¶Vmo H$m {ZnQ>mam {H$g Vah {H$¶m OmZm Mm{hE?

dmng AmB© gm‘mZ d dmng ~wbmZo H$s à{H«$¶m H$mo {dñVma go g‘PmBE&

3. What is good warehousing practices? Describe briefly
material management in a warehouse.

'JwS> do¶ahmCqgJ Aä¶mg' ³¶m h¡? JmoXm‘ ‘| gm‘J«r à~§YZ H$mo g§jon ‘|

g‘PmBE&

4. Discuss the concept, general provisions and protocols of GLP
with reference to a nonclinical laboratory study.

Or.Eb.nr.H$s g§H$ënZm, àmdYmZ d g§boIm| H$s 'J¡a Z¡Xm{ZH$' n[anoú¶

‘| MMm© H$s{OE&

5. What is quality by design concept? Discuss its elements and
tools. Describe the principle of NABL accreditation.

'aMZm Ûmam JwUdÎmm'g§H$ënZm ³¶m h¡? BgHo$ Ad¶dm| d gmYZm| H$s MMm©

H$s{OE& EZ.E.~r.Eb. ‘mÝ¶Vm Ho$ {gÕm§Vmo H$m dU©Z H$s{OE&

6. What do you understand from the term ‘validation’. Describe
various types of validation. How will you qualify UV - Visible
spectrophotometer.

'do{bS>oeZ' go Amn ³¶m g‘PVo h¢? {d{^Þ àH$ma Ho$ 'do{bS>oeZ' H$m

dU©Z H$s{OE& ¶y.dr. {d{O~b ñno³Q´>mo’$moQ>mo‘rQ>a H$mo Amn {H$g àH$ma

Ah©Vm àXmZ H$a|Jo?
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7. Explain the following.

{ZåZm§{H$V H$mo g‘PmBE&

a) Validation Master Plan

do{bS>oeZ ‘mñQ>a ßbmZ

b) Distribution records

{dVaU A{^boI

8. Write short notes on any two of the following:

a) Master Formula record

b) QA and QC

c) SOP

{ZåZm§{H$V ‘| go {H$Ýht Xmo na bKw {Q>ßnUr Xr{OE&

A) ‘mñQ>a ’$m‘©ybm [aH$mS>©

~) ³¶y.E.d ³¶y.gr.

g) Eg.Amo.nr.
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