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Multiple Choice question

GLP is a formal regulatlon created by USFDA as these regula:tlons wereAproposed on oy
November 19,1976 and designated as anew part: wof Chaptef:21 of the Code of
Federal Regulatlons(CFR) as ...... ylaaiessinay il n 1979 4 <7

21 CFR Part 11 g
2 CFRPats8

21 CFR Part 210

21 CFR pa;;tf:'s’s

IAEC under CPCSEA Guidelmes stands for‘7 :
Inst1tut10na1 Ammal Ethrcal ComJ:mttee 5

,C':Internatlonal Amma]': Ethlcal Commlttec‘ i

Inst1tut10nal Ammal Etmcal Conventwn

Intcrnatlonal Ammal EtIncal Coﬂventlon i

) are A T 5. A f;'

cH Q3D
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The CTD module whlch 1s assoc1ated w1th Quahty data is
Module 3 ; X "

" Module 4

Mbﬁﬁle -
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’,,,,é_/” EPCB (Envuot pollutron Control Board)

" FDA /5

| Usedi\mateﬁals/ L

“ Paper / Subject Code: 99721 / Qualty CONTrol anu guanty mssus s o

The basic purpose of selectron of vendoms
To evaluate that suppliers and manufacturers to dssure regulatory cornpliance; ‘

To assures that suppliers product is manufactured in uncontrolled condmons

Designed to evaluate sales '

To assure labelling of product

Air-borne contammaﬁon are controlled thr ugh effectlve
HVAC system
Trained peogléf;;?' P '

Line clearance

Variatlon mthe pro

ductron or any other process,ﬁ'om the predeﬁned proce,dure is

Quahty éewatlon .

Cross dev1at1on e

Change control

Process devratlon _f_i,f-

The dlsposal of sewage & efﬂuents from the manufaetm‘er shall be in conformity
wrth the reqmrements of --- = o

Ceniral & state”leglslatlon

K 1omed1ca1 waste Ruies 1996

A: sohd waste that contams or may reasonably be expected to contain pathogens of
sufﬁcrent yirulence and quantrfy that ex posure to the waste by a susceptible host

- could result inan, mfectlous dlsease AN

Hazardous waste

Unwanted matenals v 5

Blohazardous waste’

.
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Paper / Subject Code: 90721 / Quality Control and Quality Assurance (R-2019). -

10.

12.

81140

3 Interna] audlt

Standard’“Parts i

The eCTD specification is organized into':ﬁ\)/e modules Modulb5 is .. - ’
Clinical study reports 5 ol
Non-clinical study reports | | |

Region specific & { o
Type III Drug Master‘fl’Fﬁe is relé{ted to? .- s K
Manufacturing s1te and Facﬂrtles %l o ;

Drug Substance Intermedrate and Bulk Products

Packagmg Materlal »
FDA Accepted Reference Matenal R

&
‘i

A systematrc and 1ndependent exarnmatron to determme whether act1v1t1es and

telated results comply with planined arrangements and whether. these arrangements-t‘-:__f' ”
~are 1mp1emented effectlvely and are sur‘ca’ble to achJeve obJectrves is cal}ed as ¥

Qual‘ity auditj"‘t""' iy A S Ly
& Q’uality system v / o

chulatory audrt

Raw Materlals and WIP cany be classrﬁed under ff'/ |

Dlrect Matenal

. Indlrect Matenal

Finished Materia]

Good warehouse practrces gulde is lntended for

Storage and transportatlon of pharmacéutlcals

Stablhty testmg of pharmaceutlcal products

Undesned 1ntroduct10n ofi 1mpur1t1es of a chemical or microbiological nature

Human use or vetennary product administered to food-producing animals

Page 3 of 5 .

ﬁzn,1‘monnAnvcnnxmont‘\:ﬁnvcn,ﬂmonn ATV LOANTIODMAAT,



15.

a.
b.
c.

d.

The ICH guidelines which deal with Imp'_imtles: Guidelines for Elemental Impurities
are ) ,f) > f 5 ‘_

ICH Q3A
ICH Q3B
ICH Q3C
ICH Q3D

Pharmaceutical Thspectios Convention

O ; B . °

Good Laboratory Practice

vy



r:r Paper / Subject Code: 90721 / Quality Control and Quality Assurance {R-2019).

20. The procedure that ensures that changes are 1mplemented ina controlle& manner 1s-,
defined as? i S 2
a. 00T ’ K
b. 00S @ o K Sl
& Deviation : ' /
d. Change control ' ¥ d
o Answer the followmg (Any tWo out of three)
1. a Elaborate the protocol for conduct of non-cllmcal testmg “ v *
b. Write a note on mlx-ups & cross contammatlons ' 32
2. 4. Elaborate the protocol for conduct of non-chmcal testmg ’:ﬁ
b. Explam in detall about samtatlon of manufacnmng premlses i s
38 ¢, | How to calculate exp1rat10n date & yleld
b Wnte anote on ‘three tler documerttatron
L A Answer the followmg (Any seven out ef nme) ‘
.5 Descnbe ammal handhng as per CPCSEA gu)delmes
2 D1scuss CBER guldellnes as per USFDA in deta1ls 3
3. 7 Descrrbe in detall about ICH Q3 gmd*elmes related to Impuntles
4. Explaln IPQC fests for capsules €3 2 \
he- 4 ik jElaborate on processmg of mtermedrate ’and bulk products
6

Whati rs Drug Product Inspectmn” lee Layout of warehouse and discuss its

act1v1t1es oy e
Rep ' ,,-Wnte a note on GLP components in detall
8. Elaborate modules of CTD ‘
9. Elaborate on the unportance of documentatlon practices in the pharmaceutlcal
et mdustry »
: *agﬁéa'e"************
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