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Medical Devices and Diagnostic Reagents:
Manufactured for clinical diagnostic use and have been
thoroughly evaluated to ensure their effectiveness and
safety in detecting medical conditions and components of
analytical samples.
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Research Use Only (RUQ) Devices and Reagents:
Intended for scientific research or development purposes
only. They have not completed the necessary evaluation
requirements to meet medical use safety and efficacy
standards.
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1. Verify the classification of each device or reagent
before use, based on the device’s label information.

2. In Vitro Diagnostic (IVD) devices and reagents are

Therefore, it is not approved for use in any patient o yall
diagnostic or therapeutic procedures.
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