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CERTIFICATE

This is to certify that the company

Joma-Polytec GmbH

HofelstralBe 17-19
72411 Bodelshausen
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Production and assembly of non-implantable, non-active plastic components using injection
molding for non-active non-implantable devices for administration, channelling and removal of
substances, including devices for dialysis.

Production and assembly of electric drives for medical pumps as components for active non-
implantable devices for extra-corporal circulation, administration or removal of substances and
haemapheresis.

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. 534308 MP2021

Certificate unique ID 1000303493
Effective date 2026-07-06 (( DAkkS
Deutsche
Expiry date 2029-07-05 Akkreditierungsstelle
D-ZM-16021-01-00
Frankfurt am Main 2026-07-06

DQS Medizinprodukte GmbH

S%

Sven Hoffmann
Managing Director

Accredited Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt a. M., Germany

The validity of the certification can only be verified by the QR-code. 1 / 2
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Annex to certificate

Certificate registration No.: 534308 MP2021
Certificate unique ID: 1000303493

Effective date: 2026-07-06

Joma-Polytec GmbH

HofelstraBe 17-19
72411 Bodelshausen

Germany

Location Scope

539332

Joma-Polytec GmbH Production and assembly of non-implantable,

Hofelstralle 17-19 non-active plastic components using injection

72411 Bodelshausen molding for non-active non-implantable

Germany devices for administration, channelling and
removal of substances, including devices for
dialysis.
Production and assembly of electric drives for
medical pumps as components for active non-
implantable devices for extra-corporal
circulation, administration or removal of
substances and haemapheresis.

535707

Joma-Polytec GmbH Warehousing for the production of non-

Lager implantable, non-active plastic components

Daimler-Str.2 using injection molding for non-active non-

72411 Bodelshausen implantable devices for administration,

Germany channelling and removal of substances,

including devices for dialysis.

This annex is only valid in connection with the above-mentioned certificate. 2/2



