CERTIFICATE

This is to certify that

Sysmex Reagents America, Inc.

Two Sysmex Way
Mundelein, IL 60060
United States of America

has implemented and maintains a Quality Management System.

Scope:
The Contract Manufacture and Distribution of vitro diagnostic general reagents and diluents used in
the analysis of hematology and urinalysis testing for home or point of care use.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 13485 : 2016

Certificate registration no. 10018795 MP2016 ﬁ

Date of original certification ~ 2003-09-08 - RANAD

Date of certification 2024-12-26 ACCREDITED
—— R ———

Valid until 2028-01-15 M CERTIFICATION B0DY

DQS Inc.

DQS IS A MEMBER OF
N
David Tellez

Managing Director

Accredited Body: DQS Inc., 1500 McConnor Parkway, Suite 400, Schaumburg, IL 60173 USA
The validity of the certification can only be verified by the QR-code.
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