Paper / Subject Code: 87616 / Quallty Assurance _r y B O i

Duration: 3 Hrs

-N.B.: 1. All questions are compulsory.
2. Figures to right indicate full mal ks

questlons.

1  As per ICH guidelines, w)mat are the recommen ed condmons for, long-term /
stability testing for a drug substance stored at controlled room temperaturcﬁ

a. 40°C+2°C/ 75% RH :ES%
b. 35°C:b2°C/65%RH:I:5%RH
c. 25°C+ 2°C / 60% RH + 5%
d 5°C% 3°c A

2 Service bay is mamtamed at _
a. Class 100 27
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a. ;,;_-»-95 55% 5
‘1\?‘9*""99 9%
e 93, 22%
d90.99% 4
t.ig'the purpose of a Retrospectwe Validation study?
) Ja "To v_?.v_"_'date new process‘e, “before production !
b To. evaluate ex:xstmg products based on hrstoncal data.
e To deterrmﬁe ‘batch fléase criteria
d To ehmlnate the n*eed for process qualification
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benefits related to salarles
Audit records q
b. Deviation records

c. Personal records'
Master records
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Production
b. Reception :
¢ Admmlstratxve ofﬁce
Locker room
16
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a. Equlpment =
b. Orgamzatlon and personnel

. he prlmary purpose of a Prodﬁ“‘t Quah A Rev1ew PQR) in
: pharrnaceutlcal cémpame "
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LA o 1 year
b 2 years’
N S 3 years
d. ;
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1  Define GLP. What is the role of Quality, As.suranc Umt ina testmg feicﬂlty‘? & 10
Ak Write in brief about ammal care for conduct of (onclm1c I tudy \\-‘ :

2

S
5

C f raw matenal sto es ina pharthaceut' "al manufactunng umt.
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