FDA 510(k) Premarket Notification

K222552 120V Neptune S Rover (0711-001-000)

K222552 - Product code: JCX - General & Plastic Surgery
Source: https://www.510kdatabase.net/k222552/

SUBMISSION DETAILS

CLEARED

Dec 9, 2022
108 days to decision

Decision
Submission type
Device classification
Date received
Decision date

Days to decision
Third-party review
Combination product
PCCP authorized
Summary / Statement
Other names

Substantially Equivalent (Cleared)

Traditional

Apparatus, Suction, Ward Use, Portable, Ac-powered (JCX)
Aug 23, 2022

Dec 9, 2022

108 days

No

No

No

Summary

V2 4-Port Manifold (0750-400-000);V2 Specimen Collection Manifold Kit
(0750-200-000);V2 Specimen Collection Tray (0750-210-000)

APPLICANT

Company Stryker Instruments
Location Kalamazoo, MI, US
Contact

510(Kk) history

Tu Nguyen
72 submissions - 72 cleared - 1994-2026
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