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CERTIFICATE OF APPROVAL

This is to certifythat the QualityManagement System of:

Immucor, Inc.
3130 Gateway Drive

Norcross, Georgia 30071, USA
has been approved by Lloyd'sRegisterQualityAssurance
to the following QualityManagement System Standards:

ISO 13485:2003

The QualityManagement System is applicable to:

Design, Manufacture and Technical Support of In Vitro Diagnostic Reagents and
Design, Manufacture and Servicing of Instruments/Analyzers used for Diagnosis or

Management of Blood Grouping, Compatibility Testing, Transmissible Agents, Prenatal
and Donor Screening. The In Vitro Diagnostic Reagents include Monoclonal, Polyclonal

and Lectin Blood Grouping Reagents for Direct and Indirect Hemagglutination, Anti-
Human Globulin Reagents and Control Red Cells, Reagent Red Blood Cells for Serum
Grouping and Detection/Identification of Red Cell Antibodies, Bovine Albumin and
Potentiating/Enhancement Reagents, Enzyme Solutions, Phosphate Buffer and Red

Cell/Platelet Preservative Solutions, Reagents for Red Cell and Platelet Antibody
Removal, Fetal Bleed Screening, Capture Assays and Components for the

Detection/Identification of Red Cell, Platelet, Syphilis and CMVAntibodies and Control
Reagents for ABO, Rh and Red Cell Reagents. The In Vitro Diagnostic Instrumentation
includes Immunohematology Instruments/Analyzers Intended for use with Immucor In

Vitro Diagnostic Reagents.
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Certificate No: UQA 0113238/B
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This document is subject to the provisionon the reverse
1401 EnclaveParkway, Suite 200, Houston, Texas 77077, USA

This approval is carried out in accordance with the lRQA assessment and certification procedures and monitored by LRQA.
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