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gnificant testing required in order to obtain FDA approval. The cell or battery pack is key to demonstrating to
the FDA that all safety, design tolerances, and back up or shut do

All lots of rechargeable battery packs used in CADD-Solis Li-ion infusion pump systems are subject to the
recall. All serial numbers of the affected products will need to be ...

A single cell battery as defined in part 111, sub- section 38.3 of the UN Manual of Tests and Criteria is
considered a"cell" and must be offered for transportation in accordance with the ...

These batteries contain metallic lithium, or a lithium alloy, or a lithium ion, and may consist of a single
electrochemical cell or two or more cells connected in series, paralléd, or ...

On November 19, 2024, the U.S. Food and Drug Administration (FDA) reported that Smiths Medical issued
an urgent device correction to the use instructions for its CADD-Solis (TM) ...

The U.S. Food and Drug Administration (FDA) has identified this as a Class | recall, the most serious type of
recall. Thisrecall involves updating instructions for using ...

Today, Smiths Medical"s correction of the CADD-Solis Li-ion rechargeable battery packs was deemed FDA
Class|. The CADD-Salis Li-ion rechargeable battery packs are ...

Where a package contains lithium cells or batteries assigned to different UN numbers, all applicable UN
numbers must be indicated on one or more marks. The package must be of ...

Navigate the regulatory maze of FDA and UN 38.3 compliance for lithium battery packs with clear steps,
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documentation tips, and risk management strategies.

The FDA has identified this recall as the most serious type. This device may cause serious injury or death if
you continue to use it without following the updated instructions.
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