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UL Medical Regulatory Services of UL LLC®(UL) issues this certificate to the Firm named above, after auditing the
Firm’s quality management system and finding it in conformance per the defined scope with respect to:

ISO 13485:2016
with additional regulatory requirements listed on final page of this certificate.

The design, development, manufacture, and service of in vitro diagnostic medical devices and in vitro diagnostic
analyzers used in the diagnosis of cancer, disease status, drugs of abuse, cardiac markers, fertility testing and
pregnancy testing including home use and near patient in vitro diagnostic devices.

The servicing of in vitro diagnostic analyzers used in the diagnosis of cancer, disease status, drugs of abuse,
pregnancy testing and cardiac markers.

Authorized by

Michael J. Windler, P.E.
Manager of Global Regulatory Service

Distinguished Member of the Technical Staff
UL Life and Health Sciences

UL LLC

Check Certificate
Status: here

http://database.ul.com/certs/AZBA.A12626.pdf
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Additional Regulatory Requirements

Australia:
- Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) – Full Quality Assurance
Procedure

Canada:
- Medical Devices Regulations – Part 1- SOR 98/282

United States:
- 21 CFR 820
- 21 CFR 803
- 21 CFR 806
- 21 CFR 807 – Subparts A to D
- 21 CFR 821 (where applicable)


