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510(k) Premarket Notification Database

Device Classification Name Aid, Cardiopulmonary
Resuscitation

510(k) Number K003937
Regulation Number 870.5200
Device Name CPR EZY MASK AND PAD

Applicant

MEDTEQ INNOVATIONS
PTY LTD
7361 Calhoun Place, Suite
500
Rockville, MD 20855 2765

Contact Eduardo March
Classification Product Code LIX

Date Received 12/20/2000
Decision Date 06/06/2001
Decision Substantially Equivalent (SE)
Classification Advisory
Committee

Cardiovascular

Review Advisory Committee Anesthesiology
Statement/Summary/Purged
Status

Summary Only

Summary Summary
Type Traditional
Reviewed By Third Party No
Expedited Review No
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