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- polyetherimide mJectlon moldmg procéss '-_,_The CarboMedlcs “Mitral of tators are one-piece,

hand—held m';mlments Polymlfone a.nd polyethemmde have a hxsmry of usem medlca.l device
Valve. Blocompatibihty 118 Were conducted on the blue polysuﬁ'onc and’ blue polyethenmlde
in accordance with Tnpa.rute Guldance and meet requ1rements of ISO 10993 for_ biomaterial
testing. Acceptablc Fesults were obtamed from a11 blocompatibmty tests. .

The hand-held CarboMedlcs Mm:al Rntators ‘have been used in chmcal apphcauons since 1986.
CarboMedics purports that based onthe chmcal usage of this - dev1ce ‘méluding its clinical
apphcaﬂon under IDE 6880074 the Carb 'M'ed1cs Mrtraleotato e-;capab]e of performm,,,

CarboMcdms ‘s:onmders “the. reusable CarboMedlcs__Mu'al Romtors safe, effectlve a.nd
substantially equivalent in i

and function to;the Carb
20, 1995, 510(k)~#K9—5136

‘Cbmmon name .of the device: | Valve Rotator
Trade Name or Proprietary Name: .. CatboMedics Mitral Rotator
Submitter and Contact person: ~ Joy Fisher Shugart
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