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Trade name: ClearMedical Reprocessed Multiple Clip Appliers

Common name: Non-reloadable Multiple Clip Appliers

Classification name: Manual surgical instrument for general use (21 CFR 878.4800)

Product code: GDO - Applier, Surgical, Clip

Predicate device: K771412 - Ethicon Ligaclip MCA clip appliers

Device description: The reprocessed multiple clip applier is an automatic ligating clip
applier. The device is preloaded with a minimum of 10 titanium
ligating clips that individually advance after each clip application.

Intended use: Reprocessed multiple clip appliers are intended for the ligation of
vessels or other tubular structures.

Technological Reprocessed multiple clip appliers are used devices that are
characteristics: cleaned, inspected, tested, packaged, and sterilized for an

additional single patient use. The technological characteristics of
design, material, and functional performance of reprocessed
multiple clip appliers are unchanged and remain equivalent to the
predicate devices.

Test data: Validation of cleaning, performance, packaging, and sterilization
together with biocompatibility testing demonstrate reprocessed clip
appliers perform as intended and are safe and effective.

Conclusion: Based on information provided in this submission, ClearMedical
Reprocessed Clip Appliers are substantially equivalent to the
identified predicate devices and are safe and effective for their
intended use.












