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Product Service

Certificate

No. Q5 098154 0002 Rev. 01

Holder of Certificate: Dr. J. Hinsler GmbH
Nordring 8
76473 Iffezheim
GERMANY

Facility(ies): Dr. J. Hansler GmbH
Nordring 8, 76473 Iffezheim, GERMANY

Certification Mark:

Scope of Certificate: Design and Manufacture, Service and
Distribution of Ozone Generators and
Associated Disposables

Appli ta - ENISO 13485:2016
pphed . ndard(s) Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713145726
Valid from: 2019-04-09
Valid until: 2022-04-04

Date, 2019-04-09 Stefan Preil}
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Product Service

EC Certificate
Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
{Devices in Class lla, llIb or [lI)

No. G1 098154 0001 Rev. 01

Manufacturer: Dr. J. Hansler GmbH
Nordring 8
76473 Iffezheim
GERMANY

Facility(ies): Dr. J. Hansler GmbH

Nordring 8, 76473 Iffezheim, GERMANY

Product Category(ies): Ozone generators, sterile vacuum bottles
and sterile transfer filter set for
Ozone-Oxygen-Therapy

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713156026

Valid from: 2019-04-14

Valid until: 2024-04-13

Date, 2019-04-09 / / A
Stefan Preif
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body » Ridlerstrae 65 » 80339 Munich * Germany
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ORIGINALULUI

Dr. J. Hansler GmbH
OZONOSAN

Tel.: +49 7229 - 30 46 10
Fax: +49 7229 - 30 46 30
info@ozonosan.de

Declaration of Authorisation

Dr. J. Hansler GmbH,
based in 76473 Iffezheim, Nordring 8, Germany

assign Romedcom SRL, based in Str_Sciusev, 16, of.6 Chisinau MD -2001, Republic of
Moldova, as authorized representative in correspondence with the conditions if directive
93/42/EEC, 98/79/EEC and 90/385/EEC.

We declare that the company mentioned above is authorized to participate in public
procurements with our medical equipment, to register, notify, renew or modify the
registration of our medical devices on the territory of the Republic of Moldova.

Cg,éf (ww Date: (210 2020

Robert Viebahn, Managing Director
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