
  

FDA 510(k) Premarket Notification

K220773 Everest 20 Inflation Device and 3-way Stopcock
(AC2200)

K220773  ·  Product code: MAV  ·  Cardiovascular
Source: https://www.510kdatabase.net/k220773/

 

CLEARED

Apr 13, 2022
28 days to decision

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Special
Device classification Syringe, Balloon Inflation  (MAV)
Date received Mar 16, 2022
Decision date Apr 13, 2022
Days to decision 28 days
Third-party review No
Combination product No
PCCP authorized No
Summary / Statement Summary
Other names Everest 30 Inflation Device and 3-way Stopcock (AC3200);Everest 20

Survival Kit containing:1. Everest 20 Device with 3-way Stopcock, 2. Piton Y-
Adaptor ,3. Metal Guidewire Insertion Needle, 4. Torque Handle (AC2205P);
Everest 30 Survival Kit containing:1. Everest 30 Device with 3-way Stopcock,
2. Piton Y-Adaptor,3. Metal Guidewire Insertion Needle, 4. Torque Handle
(AC3205P)

APPLICANT

Company Medtronic Vascular
Location Walker, MI, US
Contact Nikita Ciandra Vaz
510(k) history 475 submissions  ·  453 cleared  ·  1977-2023
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