EC Certificate Full Quality Assurance System: Certificate US21/819944299

The management system of

POM Medical, LLC

5456 Endeavour Court, Moorpark, CA, 93021, United States

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)

For the following procucts

Procedural Oxygen Mask Systems

Where the above scope includes class Il medical device(s), a valid EC Design Examination
Certificate according to Annex Il {Section 4) is a mandatory reguirement for each device in
addition to this certificate to place that device on the market.

This certificate is valid from 29 March 2021 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 28 March 2021

Certification is based on reports numbered WW/MC 616750

Authorised by

Global Medical Devices Head of Notified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderiaan 37 2030 Antwerp Belgium
t+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.s0s.com

LPMD5007 -+ Certificate CE1632 Annex [-4_EN rev, 02
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This document is issued by the Company subject to its General Conditions of
Certlficalion Setvices, unless ctherwlse agreed, accessible at
www.2ge.comftanne_and_conditions.him. Attention [s drawn o e limitations of
Hebility, Indemnification and iurisdiclional iesuss established fersn. The
aithenticity of his document may be verified at hiipswww sge.comienicerlified-
ellants-and-praductafoarified-clent-giractery. Any unautharized altoration, forgery
or faisifieation of the content or appearance of this documnent is unlawful znd
offanders may be prasecuted te e fullsst sxtent of the law.




Certificate US21/819944298

The management system of

POM Medical, LLC

5456 Endeavour Court, Moorpark, CA, 93021, United States

has been assessed and certified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

For the following activities
Design and Manufacture of Procedural Oxygen Mask Systems

This certificate is valid from 29 March 2021 until 29 March 2024
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 13 November 2023

issue 1. Certified since 29 March 2021

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK
t +44 (0)151 350-6666 f-+44 (0)151 350-6600 www .52s.com

HC $GS 13485 2016 0118
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This document is issusd by the Company sublectia its Genaral Conditions of
Certification Services accassible at wiww 548 comianma, and_sonditions.him.
Aikiantion is drawn Lo the limitations of izbility, indemnification and jurlsdictional
issUes astablished therein. The authenlicily of e decumant may be verified af
htlptwanw. sgs.oomienicerified-clients-and-products/oertified-clienkdlraciory.
Any unautharized aiteration, forgery or falsification of lhe content or appearance
of this document s unlawful and ofenders may be prosecuted to the fullest
ontent of the taw.
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