y 2018/Version 1.0

4174_2/Ma

ANNEX 11

T dlull

Digitally signed by Turcanu Stefan
Date: 2021.07.03W0s3 1448 &l STon for Quplitsid

Reason: MoldSigncfiggaifent Systems S5/ \\ £
ocation: VOICQE hstrasse 103, 3052 Zolliko¥en, Switzerland  swiss Made e

EC-Certificate

SQS as a conformity assessment body identification
number 1250 herewith certifies the company

INMATEC Gase
Technologie GmbH & Co.KG

Gewerbestrasse 72

82211 Herrsching
Germany

the use of a quality assurance system in its design,
development, manufacturing and distribution which
fulfills the requirements set out in:

Directive 93/42/EEC (without section 4)

This approval is based on the report dated March 20, 2019.

The scope of validity covers the products

Medical oxygengenerators of the type
IMT-POC 8000 to 8950 med

The following CE label can be applied to these products
mentioned in the Appendix of this certificate

CE 1250

A condition for the validity of this certificate
is a regular examination in accordance
with Annex II.5 of the Directive 93/42/EEC.

Validity 22.03.2019-21.03.2022 Reg. no. 36160
Issue 22.03.2019 Approved Medical Responsible
22.03.2019

F. Miiller, CEO SQS

2z,

D. Taddeo, Medical Responsible

Partner of
:***** ©
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Appendix to the EC-Certificate "**°"

Directive 93/42/EEC (without section 4)

This Appendix is valid only in connection
with the following certificate:

Registration Number 36160
Validity from March 22, 2019 up to and including March 21, 2022

This approval includes the following Medical Device/s:

Class lla
Oxygengenerators of type:
IMT-POC 8150 med
IMT-POC 8250 med
IMT-POC 8350 med
IMT-POC 8450 med
IMT-POC 8550 med
IMT-POC 8650 med
IMT-POC 8000 med
IMT-POC 8100 med
IMT-POC 8200 med
IMT-POC 8300 med
IMT-POC 8400 med
IMT-POC 8500 med
IMT-POC 8600 med
IMT-POC 8700 med
IMT-POC 8800 med
IMT-POC 8900 med
IMT-POC 8910 med
IMT-POC 8920 med
IMT-POC 8930 med
IMT-POC 8940 med
IMT-POC 8950 med

Appendix issued: 22.03.2019
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