FDA 510(k) Premarket Notification

CLEARED

K173164 Ecolab POU Water Filter

K173164 - Product code: NHV - Gastroenterology & Urology
Source: https://www.510kdatabase.net/k173164/

SUBMISSION DETAILS

Jun 29, 2018
273 days to decision

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification System, Water Purification, General Medical Use (NHV)
Date received Sep 29, 2017

Decision date Jun 29, 2018

Days to decision 273 days

Third-party review No

Combination product No

PCCP authorized No

Summary / Statement Summary

APPLICANT

Company Ecolab, Inc.

Location St. Paul, MN, US

Contact Jennifer Willner

Website http://www.ecolab.com/

510(k) history

7 submissions - 7 cleared - 1988-2019

Ecolab, Inc. is a global provider of water, hygiene, and infection prevention solutions and services. The company operates
with a manufacturing facility in St. Paul, Minnesota, serving diverse industries including healthcare, food and beverage
processing, and hospitality. Ecolab received FDA 510(k) clearances from total submissions between 1988 and 2019. The
company&apos;s cleared devices span multiple healthcare specialties, including general hospital equipment,
gastroenterology and urology devices, and anesthesiology products. The company is currently inactive, with no submi...
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