EU Declaration of Conformity

Manufacturer Mediplast AB

Address Bronsaldersgatan 2
213 76 Malmé
Sweden

SRN-number SE-MF-000000885

Product Group - PEP/Rmt Sets

Basic UDI-DI 73955026115152AN3

Risk Class I

Assessment route Annex |, 11, [l

(EU) MDR 2017/745 Article 19 + Annex IV

This declaration of conformity is issued under the sole responsibility of Mediplast AB.
We hereby declare that the medical device(s) covered by this declaration meet the provision
of the Regulation (EU) MDR 2017/745 for medical devices.
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Johan Bongstorp
Managing Director
Mediplast AB
Malmé 2021-05-25
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Attachment to EU Declaration of Conformity

Product Group PEP/Rmt Sets

Basic UDI-DI 73955026115152AN3

Reference Number Product Name

71100 Pep/Rmt set with infant mask

71101 Pep/Rmt set with child mask

71102 Pep/Rmt set with adolescent mask

71103 Pep/Rmt set with adult mask

71104 Pep/Rmt set with adult mask large
71108 Pep/Rmt set with mouth pieces
PGL 152(4)
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