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510(k) Premarket Notification

© FDAHome ®& Medical Devices @ Databases

A 510(K) is a premarket submission made to FDA to demaonstrate that the device to be marketed is as safe
and effective, that is, substantially equivalent, to a legally marketed device (section 513(1)(1)(A) FD&C Act)
that iz not subject to premarket approval.
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Establishment Registration & Device Listing

© FDAHome @ Medical Daevices @ Databases

This database includes:

» medical device manufacturers registered with FDA and

* medical devices listed with FDA
Mate: Registration of a device establishment, assignment of a registration number, or listing of a medical
device does not in any way denote approval of the establishment or its products by FDA
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% (Therapeutic GoodsAct 1989) e, T A EMURHINE b 117 1 BT FH i b 4%
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M XA B A 22 A0 51 S O S, HED BT “ 3R RS ST B, b T REXY
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