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Medical Device Description
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Medical Device Product Codes

Model: H-1000, H-1025, H-1200
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Risks impact

Potential /Associated | Pressure Chambers with the wider hinge assembly can potentially | Alaisall jhliall

the amount of pressure exerted onto the 1V fluid bag while | si gl &ag sali/

contained within the pressure chamber. This may result in decreased |  (suall  iusall
flow rate, stopped flow or residual fluid left within the IV bag.

Recommendations

Recommendations for healthcare providers:

Identify all affected Level 1 H-2 Pressure Chambers in your
possession.
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If the device has the narrower hinge assembly, then it is not
affected, and you can continue to use the device per the
instructions in the FSN.

If the device has the wider hinge assembly, then it is affected,
and the hinge should be replaced. Therefore you may need to
contact Smiths Medical supplier for the correction



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17235
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