
  

FDA 510(k) Premarket Notification

K230359 KOH Ultramicro Injection Cannula (26167NN)

K230359  ·  Product code: GCJ  ·  General & Plastic Surgery
Source: https://www.510kdatabase.net/k230359/

 

CLEARED

Jun 23, 2023
133 days to decision

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional
Device classification Laparoscope, General & Plastic Surgery  (GCJ)
Date received Feb 10, 2023
Decision date Jun 23, 2023
Days to decision 133 days
Third-party review No
Combination product No
PCCP authorized No
Summary / Statement Summary
Other names Suction a. Irrig. Cannula,L. 36cm (37360CP); Suction a. Irrig. Cannula,L.

36cm (37360SC); Suction and Irrig Cannula,l. 36cm (37560LH); Suction a.
Irrig. Cannula,L. 30cm (37260LH); KOH Ultramicro Injection Needle
(26167NA); Puncture Needle, LUER-lock (26178R); Suction a. Irrig.
Cannula,L. 43cm (37460LH); Suction a. Irrig. Cannula,L. 36cm (37360LH);
Puncture Needle, dia. 1.6 mm, 36 cm (26175R); Two-Way Stopcock
(26167H); Injection Needle, LUER-

APPLICANT

Company KARL STORZ Endoscopy-America, Inc.
Location Mchenry, IL, US
Contact Michael Block
510(k) history 361 submissions  ·  361 cleared  ·  1980-2024
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