CERTIFICATE

This is to certify that the company

ORIPLAST GmbH

Hermannstralie 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 non-active non-
implantable devices for administration, channelling and removal of substances.

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 unigue 1D 1000256670
Effective date 2026-06-01 (( DAKKS
Deutsche
Expiry date 2028-04-06 Akkreditierungsstelle
D-ZM-16021-01-00
Frankfurt am Main 2026-06-01

DQS Medizinprodukte GmbH
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Sven Hoffmann

R L M ing Direct
E‘:!ﬁﬁ- ) anaging Director

Accredited Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt a. M., Germany
o The validity of the certification can anly be verified by the QR-code. 1/2
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Annex to certificate

Certificate registration No.: 346155 MP2021
Certificate unique ID: 1000256670

Effective date: 2026-06-01

ORIPLAST GmbH

Hermannstralie 150
66538 Neunkirchen

Germany

Location Scope

550834

Oriplast GmbH Design and development, production and
Hermannstrasse 150 distribution of disposable sterile non-active
66538 Neunkirchen non-implantable devices for administration,
Germany channelling and removal of substances.
550885

Oriplast GmbH Design and development, production and
Zinzinger Strasse 30 distribution of disposable sterile non-active
66117 Saarbricken non-implantable devices for administration,
Germany channelling and removal of substances.

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