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This preduct complies with the requirements of Directive
98/79/EC, UK MDR2002 (amended) and the
recommendations contained in the current edition of
‘Guidelines for the Blood Transfusion Services in the United
Kingdom'.

The Quality Control testing of this product confirms
compliance with all applicable guidelines and regulations and
that it meets all specified design and performance features.

It is certified that the above information is authentic and
correct, the batch processing, packaging and analysis

records were reviewed and found to be in compliance with
GMP,

Sk DATE: s raet

On behalf of Reagents Management Team

NHSBT Reagents is 1SC13485 certified and is registered to manufacture CE/UKCA marked

in Vitro Diagnostic Devices
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