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GLp is a formal regulation .r*i.a bV U$fbe *,,SiF regu{alions we.gqron9s9d.;on i''
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Multiple Chdice question

November lg,LgT6and depiglratea as.enew pa+,tif Cnapietil of thg.t)6de of ,"i'
Federal Regulations(CFR) as .............. '.... jtu1979. 1' ,'
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a.

b.

c.
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2.

a.

b.

d.

3.

a,

b.
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a,

''b.

d.

21 CFR Part 1l ''
- -':

21 CFRPart53 .:; ,\:
21 CFR Part 210 , ,'
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{
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,''i- .,..,,..r' .: ;') ','-) ,.j,", 1 I ' -'r"'

21 CFRPax.56 :' , r ' .'. " ,1:,' .,..' 
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IAECunder CPTSEA Gu{dilines stanis for? ' 
I

fhe ICfi guidelinds which dbal with Impurities:,Guidelines.for Elemenidal Impurities
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5.

a.

b.

c.

d.

6.

a,

b.

c.

d.

7.

a' 
"ii1"

. .:, , , .l

The basic purpose of selection of vendor-ib 
. 

"' 
' ': :

To evaluate that suppliers anO maouf-dCturerl tO,isure r.tstrlatory cgnipliance

Toassuresthatsuppliercp'odotqi*'o*o&rydinuirconrolled'conditions

,.\.
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Non-clinical study reports

Quality data

Region specific

.t ..

Type III Dnrg Mastet$le is re$ted to? ,'":

Drug Substancd; Intermediate and^ Btilk Prod#ts

Packagir.qgliiaterial";, i' 
,,, 

it ,.,''

FDA Aecepted R6fdrence l$oterial ,t, :"

, ;..q -.1,, _ 
, ,,.

A systematicand indetrlendent exarninatioq to determine whether.activitiep iuid

ielated results complywith planned arrangeiments amd whether these arraiegements,'

are implemented effectively dnd are suitable to achieve objeptiVes is c.altsd as .',,1
, ,..,- ,-'t ,,.,t .:-. i.i"' .t 
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QurUityaudit",'' : ; ,'":' 'li" ,,-:" ':'''': r''
-'il I ,1 .',' !. '

:''' ' ''' -' ; i' '' i' ,:.' 'i i'il' ,::;
Qualitysptem '' i ."' ', ."i rt"'

.,,,,, 
' -,,-1. 

.... 
i'., ,,.,\ ',,:-' .:.: ,:' -ti

Internal audit - ;,'.'' ' i ,.'r_;.' ., ,,',' ,,),,,'.
..:,: i .."

Reg.rlatsry audii '1i" , t''"' .t."'"t t. 'i' 
"''l''..' 
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.,' " r .. l .: ,. ," - .1' ,: I ,,,';i' r
"' Raw Materials and'.WIP canibb classifled under ."' ' 'ii

l ..: . l,t i r-.....-.'.i
.. :' i -'. : I .: ..\ , ,.4. i

Direct Material, ' ',.: ;".!' , ''-.' ..,1:
, : ' :..i 't'" ,,lat' ,{1,, ,.,i,"

ftidirect Mfrtbrial ']- , ,- 
t .' .,1 , . '

;. t .t..." ,.. j

', StandafdiParts '': i' .,. r:' ,'i :,'' ,,'L-'i-,
Finished Material '';' 
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10.

a.

b.

c.

d.

11.

a.

b.

c,

d.

12.

1,,

b.-

c.

d.
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a.

'.
b,

c.

d.

"14.

t.

!.,":
rti

e.

d.
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.,,'Undesired,introductirin of imprities of a chemical or microbiological nature
: 

" 

.:--i rl

Hummuse or v6tdrinary pldduct administered to food-producing animals
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15. '

a.

b.

c.

d.

16.

a.

b.

c.

d.

17.

,i,-' r.':'

Vendors Qualificadin is dorrEbfl ,.- ,'.].i.. t"'. _4"

QC 
, i:)' o,f.i" .i.r;

are
+).

ICH Q3A ,,,"''
..,,.

rcH Q3B . r'
i"

ICH Q3C 'i-'" .i'

ICH Q3D ,. j,.' i
,:..+

..)iJ

t'i

i,l

J
_ ,.t1
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,ff.' . 
pttbt Monitoring ofsfebducts ry.d 

fvfanaglpent is a part ofl

.t ..'. 
'i 
"' o. , :.r' Gqc8Warehoqsing Prapttee

i i ,'it .','l t'i .,t'."

,:ii' ei ,&oodclisipilPractid9 ,,,,1't- 
.1, 1" ,,,,:, f- .,-i' I "

: ,i.'.:;; d.' :,.i' Good,ee'aning Mctice ":'-t'
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'Good 
Eaboratory Frhctice . .,;:
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,i.':, d.' ":i Good.sblaning Mctice . -,
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20.

a.

b.

c.

d.

II.

1. a.

b.

2. a.

b.

3. a.

b.

m.

1.

2.

3.

4.
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Answer the following (Any ffvo out ofthree) ,' ,,' ..' , 
t";

Whatis brug P,.m&ct tnqp.dtionf CI*i I-uyoul,Sf warehouse and discuss its
acfiijties. 

- 
:: ," -, ;.; ,,i.i ,..i,, 

'

'frrrite a no.te on Gl.P,t6mpongrits'in deta,!!i'', 
i. t', - ,ii .,",i

Elaboraid modules'of CTD:':.' ' "

Elaboiate 04 tlie importalibe of dodurirentation practices in the pharmaceutical

industry. I i :
, ..'.:' ,.' .: *rqjf.#*rf *f.*,l rflftfrfrf*

i : .. ,r),

i
.a'..

. r.-. , .::' ,r",' i 1:rl ..: 
::' 

,;;i

Elaborate the protocol forconducdof non-clfiiical testlb' ''.'i .,.'-" , '.,'.''

Writeanoteonmix.iips&..o.sr-.orrlurrlirritior,,: I . it', .t."-,"')"
i , ...,' .1.i: .". l,: .':.": ll:'i 1\:\)

Elaborate the protocol for conduct of,non-clinical testing .'- 
l ,.', ' , 

t. ' ,----.-:--- _- ._. ----- -__ .-_- .., , .:;... y:,, : ...
' , ..\ ;..., . ...:. ,- :' i ,l

E4plain in detail aboutstnitation'o.f manufactiringpremises l, ' " ., 
' 

,
l .'- t.,.' ,):1" 1r,,.,' :::.;'- ,r. i;,:' .,,i..' i:.i

- : .-., ';,i' ':..' 
.,,' .r .,',..,'

How to-,calculateeipiration date & yield r 
i, .' ,,:i; ...i" 

'' 
., 

,,i','

-' t. '. J' '; . l^.
Wri,te a note oiiihree deridocume.4{ition .' , I 

t' 
,,';:' . ri.,:."

.' - 
;., ,'tt ,i,'i'

Answer the following (Any:iiven outof nine) . "r" ": 
| 

,'.'', 
'

.1 - ..1.i, .^: .a:,'
| . , , i:t. ., ..i ..a t ;" it: i. :;:/

, , .] : ,a

Describe anirnal handlilrg ut per eicsEA€utdefines ,,'.' . t;, 
'

. ' ..',. . ,i , l.' ,i,,,i; ,,i ,:i,,.
,Discuss CBER guiddlines asperusFDAlri detail-s i .i'l' ,

, ,,,,,, 
. .., .,.,,it

Describb in Oetailhfout tGIx'Q3 euidelines relai6a to Impurities.
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