
  

FDA 510(k) Premarket Notification

K041348 PORTEX ULTRAPERC PERCUTANEOUS DILATION
TRACHEOSTOMY KIT_WITH SERIAL DILATORS OR SINGLE
STAGE DILATOR, BLUE LINE ULTRA

K041348  ·  Product code: JOH  ·  Anesthesiology
Source: https://www.510kdatabase.net/k041348/

 

CLEARED

Jul 13, 2004
54 days to decision

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional
Device classification Tube Tracheostomy And Tube Cuff  (JOH)
Date received May 20, 2004
Decision date Jul 13, 2004
Days to decision 54 days
Third-party review No
Summary / Statement Summary

APPLICANT

Company Smiths Medical
Location Hythe, Kent, GB
Contact BARRY SMITH
Website http://www.smiths-medical.com/
510(k) history 3 submissions  ·  3 cleared  ·  2004-2019
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