FDA 510(k) Premarket Notification

CLEARED

K233312 SOLOASSIST IID / DEXTER ENDOSCOPE ARM

(212499)

Aug 8, 2024
314 days to decision

K233312 - Product code: QZB - General & Plastic Surgery

Source: https://www.510kdatabase.net/k233312/
SUBMISSION DETAILS

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

Software Controlled Endoscope And Instrument Holder (QZB)
Sep 29, 2023

Aug 8, 2024

314 days

No

No

No

Summary

ARTIp solo (202426) + ARTip solo voice (202445); SOLOASSIST Il (141364)
+ VOICE CONTROL (171894

APPLICANT

Company Aktormed GmbH
Location Barbing, DE
Contact Hanna Kafurke

510(Kk) history

4 submissions - 4 cleared - 2018-2024
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