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(Computerized System Validation)
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Validation Environment
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Sandbox Environment

Legend:

DQ = Design Qualification

1Q = Installation Qualification
0Q = Operational Qualification
PQ = Performance Qualification
VvV =Validation
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FRBERFERE (RTM) X35

URS B

Requirement
Se Description
No it

FDS or design document
Ref.

1Q/0OQ Reference

Comments

2.1 Analytical Functionality Requirements

[Agilent 1200 FAVAZREZF

0t M52 %50.5m|/min &/
3.0ml/min 247 \#page 234
213
R 50, W1 %505-105%
\#fpage 234
214

1. Agilent Technologies
Enhanced Operational
Qualification/ Performance
Verification for the Agilent
1100/1200 Series HPLC
Instrument Page 24-25 of 43

Supplier will just cover
2.0ml/min. OQ
supplementary test will
cover 0.5ml/min and
3.0ml/min.

2. Supplementary test 0Q01
[Agilent 1200 BFVTTHRSZFL.  Agilent Technologies

<0.50%

R REFEE: 10 X MARSD|

Enhanced Operational
Qualification/ Performance
Verification for the Agilent
1100/1200 Series HPLC
Instrument Page 24-25 of 43

Supplier will just cover
2.0ml/min. OQ
supplementary test will
cover 0.5ml/min and
3.0ml/min.

2. Supplementary test 0Q01
[Agilent 1200 RSV THRSZFL.  Agilent Technologies
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1100/1200 Series HPLC
Instrument Page 24-25 of 43
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2.0ml/min. OQ
supplementary test will
cover 0.5ml/min and
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B 7.Data Storage ——7.2 Regular back-ups of all relevant data should be
done. Integrity and accuracy of backup data and the ability to restore the
data should be checked during validation and monitored periodically.

B 17. Archiving—— Data may be archived. This data should be checked for
accessibility, readability and integrity. If relevant changes are to be made to
the system (e.g. computer equipment or programs), then the ability to
retrieve the data should be ensured and tested.
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