Kap 17.3 Latexoverkanslighet

Homepump Eclipse®, C-Series, One Step KVO™, Easypump®
I-Flow Elastomeric Pumps

Latex Sensitivity

The FDA has issued a Latex Labeling requirement, 21 CFR 801.437, that states: “A labeling statement
is required for devices that contain natural rubber when the rubber contacts humans”. The European
Union has a similar requirement.

The |I-Flow Elastomeric Pump is manufactured with multiple layers. The outer layer of the pumping
chamber is composed of natural rubber latex. This natural rubber layer is prevented from
contacting humans by two other layers.

The inner layer of the pumping chamber is a synthetic thermoplastic elastomer. The inner
layer contacts the fluid pathway and prevents contact with the natural rubber layer.

The outer cover of the pump is made of PVC. This outer cover surrounds the pumping
chamber which eliminates direct human skin contact with the natural rubber layer.

Independent laboratory testing has been conducted on the I-Flow Elastomeric Pump _uid pathway
and the actual natural rubber latex component itself to measure the potential amount of natural
rubber proteins extracted. Two methods were used:

The Modified Lowery Assay to measure the total extractable proteins associated with the
Natural rubber; and

The ELISA Inhibition Assay to measure the amount of antigenic protein in the natural
rubber.

Based on current tests methods available today, no natural rubber proteins were detected for either
test method for both the fluid pathway of the I-Flow Elastomeric Pump and the latex component
itself.

All remaining system components are latex free.
Conclusion: The natural rubber layer of the pump does not come into human contact. In addition,

laboratory testing could not detect any extractable proteins from either the pump fluid pathway or
the natural rubber component itself.

Please contact the Product Support Hotline at 800.444.2728 or
949.206.2700 if you have any questions regarding this information.

® I-Flow, Homepump Eclipse, and Easypump are registered trademarks of I-Flow Corporation.
™ One Step KVO is a trademark of I-Flow Corporation.
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