. CE Declaration of Conformity
Zditrade’  |n accordance with Regulation (EU) 2016/425 of the European
| Parliament and of the Council of 09 March 2016 Annex IX

CE Declaration of Conformity No. 118

Personal Protective Equipment
Gentle Skin® Premium OP, latex examination glove, powder-free, sterile, colour
nature, REF 9021, sizes: 5.5,6,6.5,7,7.5,8,8.5,9

Name and Address of the Manufacturer

Meditrade GmbH
Medipark 1

83088 Kiefersfelden
Germany

This declaration of conformity is issued under the sole responsibility of the
manufacturer.

Object of the Declaration

These products are classed as Category Il Personal Protective Equipment (PPE)
by the European PPE REGULATION 2016/425 and have been shown to comply
with this Regulation through the Harmonized European Standards:

o ENISO 374-1:2016+A1:2018/Type B
o« ENISO 374-5:2016,
e ENISO 21420:2020

The notified body (2777, Satra) carried out the EU type examination and issued the
EU type examination certificate (2777/10573-04/E04-01, valid until 22.05.2028).
The PPE is subject to the following conformity assessment procedure by the
notified body (2777, Satra):

Conformity to type based on quality assurance of the production process (module
C2) according to Annex VILI.

Kiefersfelden, 28.08.2024

Martin Untérberg
Regulatory Affairs/ Quality Management
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