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Quality risk management

a. Q3

b. Qe

c. Q10

d. Ql2
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Totaf-nnarkr, ,, 
A-lf l(f1. All questions are compulsory ,;

2. Figures to right indicate full marks

I Choose appropriate option for the followliig'multifldchoice_,d,hsed quesiorrr.
falls under whichl'ICH g.uibJhne? ,,f ,

;20

a. ''40C + 2C l 7 S%'P(!I + 5Zo RH : t

b. 35"C *"2.,g I 65%RH + 5ro RH . ,'

2 According to WHo GMP guidelines,.which is ffi'most 
"-riti"ut 

requiremen, fo.ill
sterile product manufacturing? ," ,,,' - "r' ' 

-- - -1..;l,'i'-..*" .^I

a. Use of high-efficiency particulate air (HEPA) filters

c. Storage of sterile products at low temperature
d. Availability of at least r0 hained personner in the cleanroom

3 In a'stability sfudy under ICH guidelines, what are the i".o-qi no"d coniitions , tl-

for longterm stability testing 6i u drug ruurtun"r ;;;;;;;;;i;J;;;'"""
temperature?

The-buildings used r the mariufacture.of drugs should conform to all the
conditions laid down in

' -:ii-.,_.' ..

b. Factlrries Act r' .:.,'.r ,, .

c. Trade MarkiAct ,:.;.,,-::"" r, 
'

d. Companies Act '- 
":
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6 What is the primary purpose of pharmaczutid warellorising?

a. To store excess raw materials indelTnitely ''.' , " ' .. ,' '

b. To ensure safe and compliant sltirage of pfrarmaceu Cal prodribts beforE

distribution
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. b,.t Arsed0test ,.t1"' .,,,,,,,, 
'

c. rnermal Shock test

a. Irltemal bqrSting pressire test
'*
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20 Which tool is commonlyused in QbD for rigk'assessrneht?

a. Fishbone (Ishikawa) diagram .:i''i" '"'

b. X-rayDiffraction(XRD) ,.;.,' ,,,,i' ,

c. Differential Scanning Calorimetry (DSC)

20.
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