
Validation of Malvern Version 5.12 Particle
Sizer Software for the Mastersizer 2000
Disclaimer:
Owing to the FDA’s stipulation that validation of 3rd party software is the
responsibility of Users, it is not possible to provide a Certificate of Validation
that will absolve users of this responsibility.
For this reason, this document is limited to describing those measures that
have been taken by Malvern Instruments to assist their customers in carrying
out the validation of their software systems.

The above-referenced software has been subjected by Malvern Instruments
to a formal process of verification steps to thoroughly test the correct
performance of the code.

This process has included the production of a complete set of Lifecycle
Documentation tracing the conformance of the software to design
requirements in accordance with GAMP guidelines.

Rights to view the supporting documentation are available as an option in the
Malvern Instruments QSpec Validation Elements programme to assist users
with the Design qualification of their systems.

The QSpec Validation Elements programme includes the following
separately available items to help Quality Assurance personnel to complete
the validation of their Mastersizer 2000 systems:

 Installation Qualification/ Operational Qualification (IQ/OQ )
 Software Update Verification
 Escrow Licenses
 QSpec Elements Rights-to-View Certification and Registration

Includes the provision of a Logbook which acts as a validation Workbook for
individual Mastersizer installations
 User Requirements Specification Matrix

This is a detailed specification of the Mastersizer 2000 describing the system and its
capabilities and detailing pass/fail criteria which can form the basis of a User
Performance Qualification.

 Standards
Latices for the Performance Verification of Mastersizer optical benches

Quality Audit Standards for the Performance Verification of sample dispersion units

 21 CFR Part 11 Feature Keys
These provide users with the means to achieve 21 CFR Part 11 compliance.

For further information concerning the validation of your Malvern laser
diffraction particle size analyser, please contact your local Malvern office.


