Qualification
and Validation

Question

V@t is normally the
di ce between
quali C%n and validation?

Answer 0

Equipment a%&ﬂiﬁed, and
processes, syst d
methods are valid/Tn

&
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Qualification
and Validation

Question
V@t does VMP stand for?

Ans

Vahdaf@%qfster Plan.
0/

&00@

R
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Qualification
and Validation
Question
V@re shall cleaning of
equiffment and verification of

clean% recorded?

Answer 0
In the batch re%and in the
equipment log g
%
(&)
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Qualification
and Validation

Question

t is the difference between
con ent validation and
prosp%y validation?

Answer 0

During concu t validation,
a batch can be ed to the
market before all r duci-

bility data has been ¢ ted.

R
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Qualification
and Validation

Question
A filters are common in
thi ustry, what does HEPA

stan }»‘
Answer 90

<9/)0@

R
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Qualification
and Validation

Question

V@t is the main difference
be prospective and
retro%e validation?

Answer Cb
Retrospective'%i'dation is
based on evaluz%)f
historical data, an
prospective validatio?

(%one
as actual production ru s;%

real product.
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Production

Question

ribe the difference

be contamination and
Cross mination.

Answer 0

Contaminati volves
unwanted subs from
external sources s s dust or

particles while cross-“C}

contamination 1nvolves
residues from another dru, &
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Production

Question
V@t does the abbreviation
HVA:f'stand for?

Y

Answe\P ¢9

Heat, Vent#gdjon and Air
Conditioning;:
.

<9/)0@
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Production

Question

V@t is normally the classifica-
tio e for the cleanest area
inac om where sterile
product cessed?

Answer
Class A or Clas@‘or 1SO 5.

<9/)0@

R

L© Lundén/Ellow ab 2011 61J




Production

Question

Iroduction step was per-
fo in the wrong order as
comp o the batch record,
but the ction manager
that it can-
of the
eed to file

%o

Answer
Yes, it has to be justified b”@
QA as well, and probably

investigated.

not affect the
product; do we
a deviation?
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Production

Question
tion three things that
sho e verified by a second

perso crjng weighing.

Answer

The welght, entity on
the containers at the
material is release(% use.

C
@46)
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Production

Question

V@t type of pen is normally
usedfm‘ recording GMP data?

Answe\P

A ball pen %\ indelible ink.
%

<9/)0@

R
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Laboratory

Question

I\@tion at least 4 items that
sho e recorded in an in-
stru g book.

Answer %

Usage, calibr: cleaning,

maintenance, /ﬁme,

signatures. (90
&

%
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Laboratory

Question

I\@tion at least three (3)
thiné‘that should be included

inas ing procedure.

Answer O

The method, quipment
to use, the am /zrf sample,

type of sample con' r, how
samples shall be iden ,
any precautions, storag 4

instructions, cleaning and 6)
storage of sampling equipment.

© Lundén/Ellow ab 2011 110



Laboratory

Question
V@t does SST stand for?

Ans@
Systen‘f&%@b’ ility Test
%
2y
g2
o
©
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Laboratory

Question
Qi) sterility testing be done in
Clasg/?

Answg} 9

No, itisn lly done in a
class A cabin ithin a class B
cleanroom. It so be done
in an isolator. (90

o

%
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Laboratory

Question
V@t is the purpose of the
ent for an on-going

s
stabi ﬂjgram?

Answer

To monitor t oduct over its
shelf life and t sure the
product does not a§Zquicker
than expected. 0@

%
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Laboratory

Question
many persons need
to in the QC (Quality

Cont to satisfy the GMP
requir€ 3

Answer

Sufficient to denQ}th the
duties and respons%ties for
that lab. 0@

%
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