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1. A
nsw

er any five questins from
 follow

ing

(a)
W

rite brief account on – process validation options.
4

(b)
E

xplain in brief —
 T

he validation com
m

ittee.4

(c)
E

nlist com
ponents of validation M

aster plan.4

(d)
W

rite brief account on validation protocol.
4

(e)
W

rite short note on preapproved inspection.4

(f)
E

xplain in brief – Technical transfer.
4

(g)
W

rite short note on P
ilot P

lant S
cale up.

4

A
nsw

er any four questions from
 follow

ing.
2.

D
iscuss in de

ta
il :—

(a)
D

ifferent stages of validation.

(b)
C

hange control validation process.
15

3.
D

iscuss prospective process validation.
15

4.
E

xplain param
eters for analytical m

ethod validation.
15

5.
W

rite detailed account of product selection criteria for
retrospective validation.

15

6.
E

xplain validation of raw
 m

aterials for solid dosage form
.

15

7.
W

rite brief account on :—

(a)
S

election and evaluation of processing data soft
gelatin capsules.

(b)
F

inished product tests for solid dosage form
.

15
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