FDA 510(k) Premarket Notification CLEARED

K051192 PRAXAIR MEDICAL AIR MIXER

Sep 6, 2005

K051192 - Product code: BZR - Anesthesiology 119 days to decision

Source: https://www.510kdatabase.net/k051192/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Mixer, Breathing Gases, Anesthesia Inhalation (BZR)
Date received May 10, 2005

Decision date Sep 6, 2005

Days to decision 119 days

Third-party review No

Summary / Statement Summary

APPLICANT

Company Praxair, Inc.

Location Tonawanda, NY, US

Contact TAMARA BROWN

Website http://lwww.praxair.com

510(Kk) history

2 submissions - 2 cleared - 2005-2020

Praxair, Inc. is a leading global industrial gases and engineering company with a manufacturing facility in Tonawanda, US.
The company specializes in gas supply systems and related technologies across multiple industrial sectors. Praxair has
received FDA 510(k) clearances from total submissions. The company&apos;s regulatory focus is entirely concentrated on
Anesthesiology devices, with clearances spanning from 2005 to 2020. This represents a historical record of FDA regulatory
activity; the company has not received clearances in more than five years. Praxair&apos;s cleared Anesthe...
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