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Device Information

Trade Name: Mitra-Lift Set

Device: Ring, Annuloplasty

Regulation Description: Annuloplasty Ring

Product Code: KRH

RegulationNumber: 870.3800

Device Class: Class II

SubmissionTypes: 510(K) Submission

General Description

Mitra-Lift Set is setof devices for mitral annuloplasty. Thisset consists of Mitra-Lift (implant device for
mitral annuloplasty), and its accessories (Sizers and holders). The main device (Mitra-Lift series) is
supplied sterile and intended for single use only. Mitra-Lift series is constructed of polyester textile
materials andprovided as the various sizes. It is intended to be used with its accessories, Mitral Sizerand
Holder Handle.

Indication for Use

The Mitra-Lift is indicated as reinforcement for repairof the human cardiacmitral and tricuspid valves
damaged by acquired orcongenital disease, orasa replacement for a previously implanted annuloplasty
ring. The annuloplasty ring should beused only incases where visual inspection confirms that the valve
is repairable and does not require replacement.
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