CERTIFICATE

This is to certify that the company

ORIPLAST GmbH

Hermannstral3e 150
66538 Neunkirchen
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Design and Development, Production and Distribution of

Disposable sterile Equipment for Infusion, Transfusion, Drainage, Urinary Collection,
Nasal Oxygen Therapy, OP-Suction, Mucous Suction, Tracheal Suction.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

DIN EN ISO 13485:2021
EN ISO 13485:2016 / A11:2021
ISO 13485:2016

Certificate registration no. 346155 MP2021

Certificate unique ID 1000195994
Effective date 2025-04-07 (( DAkkS
Deutsche
Expiry date 2028-04-06 Akkreditierungsstelle
D-ZM-16021-01-00
Frankfurt am Main 2025-04-07

DQS Medizinprodukte GmbH

DQS IS A MEMBER OF
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Heinrich von Mettenheim

%}%@ Managing Director
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e August-Schanz-Stralie 21, 60433 Frankfurt am Main,
| - Tel. +49 (0) 69 95427-300, info-med@dgs.de
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Annex to certificate

Certificate registration No.: 346155 MP2021
Certificate unique ID: 1000195994

Effective date: 2025-04-07

ORIPLAST GmbH

HermannstrafRe 150
66538 Neunkirchen
Germany

Location

550884

Oriplast GmbH
Hermannstrasse 150
66538 Neunkirchen
Germany

550885

Oriplast GmbH
Zinzinger Strasse 30
66117 Saarbricken
Germany

Scope

Design and Development, Production and
Distribution of

Disposable sterile Equipment for Infusion,
Transfusion, Drainage, Urinary Collection,
Nasal Oxygen Therapy, OP-Suction, Mucous
Suction, Tracheal Suction.

Design and Development, Production and
Distribution of

Disposable sterile Equipment for Infusion,
Transfusion, Drainage, Urinary Collection,
Nasal Oxygen Therapy, OP-Suction, Mucous
Suction, Tracheal Suction.

This annex is only valid in connection with the above-mentioned certificate.
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