& essity
EU PRE-DECLARATION OF CONFORMITY

Essity Hygiene and Health AB

SE-405 03 Goteborg

Sweden

Visitor's address: Molndals Bro 2, MéIndal

SRN number: SE-MF-000000004

hereby declares being the manufacturer* of the medical devices TENA Pants Unisex
according to the enclosed article number list, and that the devices are in conformity
with Medical Device Regulation (EU) 2017/745 (MDR) and fulfil all relevant
requirements in MDR.

The devices are intended for incontinence care and are classified in Class | according
to Annex VIl in MDR.

The GMDN code is 41588, the EMDN/CND code is T04010103 and the Basic UDI-DI
is 73225401008574 and 73225401008472.

However, as the artworks are not finished due to the change of marking on the
package, the official DoC for below article list cannot be issued until the whole
Technical Documentation is completed.

This Pre-Declaration of Conformity is issued under the sole responsibility of the
manufacturer.

Article Name UDI-DI

Number

792102 TENA Pant Discreet M, 8x12p, NEU, NSW 7322541428871
793102 TENA Pant Discreet Large 8x10p, NEU, NSW 7322541428987

Molndal, on 2021-04-23

-

Romana Stefek
Global Regulatory Affairs/Product Safety Director
LM Essity Hygiene and Health AB

This Pre-Declaration of Conformity is valid until the official Declaration of Conformity is issued, but no
longer than 2021.05.30

* per definition in Medical Device Regulation (EU) 2017/745 Essity Hygiene and Health AB

SE-405 03 GOTEBORG

Seat: Goteborgs kommun. Registration number: SE556007-2356 Sweden
Visitors’ address:MéIndals Bro 2, MéIndal
Phone: +46 31 746 00 00
www.essity.com
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