DNV

EU Technical Documentation
Assessment Certificate

Certificate no.: Initial certification date: Valid Until:
C677116 21 May 2025 20 May 2030

This is to certify that:
InterDry

Manufactured by:

Coloplast A/S

Holtedam 1, 3050 Humlebaek, Denmark
SRN: DK-MF-000025526

Has been assessed and found to comply with respect to:

Technical Documentation Assessment as described in Annex IX
(Chapter Il) of Regulation 2017/745 on Medical Devices

Place and date: For the issuing office:
Hovik, 21 May 2025 DNV Product Assurance AS — Notified Body 2460
Veritasveien 1, 1363 Hovik, Norway

}v/ (M Mrr J{puu; N

Mariann Jeremiassen
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
NOTIFIED BODY 2460: DNV Product Assurance AS, Veritasveien 1, 1363 Hevik, Norway, Tel +47 67 57 88 00, www.dnv.com
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DNV

Certificate no.: C677116
Place and date: Hovik, 21 May 2025

Jurisdiction

Application of Regulation 2017/745 on medical devices, implemented in Norway by Act 7 May 2020
no. 37 on medical devices and Regulation 9 May 2021 no.1476 on medical devices by the
Norwegian Ministry of Health and Care Services.

Certificate history:

Revision Description Report No. Issue Date

0.0 Original Certificate 2499116 21 May 2025

Products covered by this Certificate:

Type of product and identification no., Basic UDI-DI Class | EMDN code

Basic UDI-DI | 57089322853167R

InterDry
679190 /67919 Il
Pouch 25 cm x 91 cm M04040801

InterDry
679180/67918
Roll 25 cm x 366 cm

Intended purpose of the Product

To be used as a skin protectant in the management of superficial skin damage in skin folds and/or
other skin-to-skin contact areas.

Conformity Assessment for devices listed is covered by separate EU Quality Management System Certificate No.: 10000376655-PA-NoMA-DNK

EU Representative

N/A

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
NOTIFIED BODY 2460: DNV Product Assurance AS, Veritasveien 1, 1363 Hevik, Norway, Tel +47 67 57 88 00, www.dnv.com
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DNV

Certificate no.: C677116
Place and date: Havik, 21 May 2025

Terms and conditions
The certificate is subject to the following terms and conditions:

e Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect
in his product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of
defective products.

e The certificate is only valid for the products and/or manufacturing premises listed above.

o The Manufacturer shall inform the Notified Body of any intended change of the products detailed
above and the Notified Body will assess the changes and decide if the certificate remains valid.

The following may render this Certificate invalid:
¢ Changes in the design of the products to which this Certificate refers.
¢ Changes in requirements of the scheme to which this Certificate refers.

Conformity declaration and marking of product

This Certificate must be accompanied with a valid EU Quality Management System Certificate.
When meeting with the terms and conditions above, the producer may draw up an EU
declaration of conformity and legally affix the CE mark followed by the Notified Body identification
number.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
NOTIFIED BODY 2460: DNV Product Assurance AS, Veritasveien 1, 1363 Hevik, Norway, Tel +47 67 57 88 00, www.dnv.com
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