& essity
EU DECLARATION OF CONFORMITY

Company: Essity Hygiene and Health AB
SE-405 03 Goteborg
Sweden
Visitor's address: Mdélndals Bro 2, MdIndal, Sweden

SRN number: SE-MF-000000004

Product assortment: TENA Pants Bariatric

Basic UDI-DI: 73225401008473

Medical devices: See enclosed list

Risk class: Class |

Common N/A

Specification:

Notified Body: N/A since class | device

Declaration: We hereby declare being the manufacturer* of the medical devices

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 safety and functional requirements in MDR.

The devices are classified in according to Annex VIl in MDR. This
Declaration of Conformity is issued under the sole responsibility of the

manufacturer.
Intended use: The devices are intended for incontinence care
GMDN code: 11239
EMDN code: T04010103
Signatory: MéIndal, on 2022-04-25

Global Regulatory Affairs/Product Safety Director
PRRC, LM Essity Hygiene and Health AB

* per definition in Medical Device Regulation (EU) 2017/745

Essity Hygiene and Health AB

SE-405 03 GOTEBORG

Sweden

Visitors’ address:Mélndals Bro 2, MéIndal
Phone: +46 31 746 00 00

Seat: Goteborgs kommun. Registration number: SE556007-2356 www .essity.com

This declaration is valid until new version is issued.


https://essity.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAqsL0ikyqC3W6Hy_O1-IMlPvGfUnfWSlt
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Article number |Article name UDI-DI
792862 TENA Pants Bariatric Plus XXL, 4x12 pcs (7322541263007
100342 TENA Pants Bariatric Plus XXL, 36x1, AB (7322540901108

essity



[logo spolecnosti essity]

PROHLASENI O SHODE ES

Spolecnost: Essity Hygiene and Health AB
SE-405 03 Goéteborg
Sweden
Adresa: Mdindals Bro 2, Mélndal, Sweden

SRN number: SE-MF-000000004

Produkty: TENA Pants Bariatric
Basic UDI-DI: 73225401008473
Zdravotnicky prostredek: Seznam nize
Rizikova tfida: TFida |

Specifikace: N/A

Notifikovand osoba: N/A, rizikova tfida |

Prohlaseni: timto prohlaSujeme jako vyrobce* zdravotnickych prostfedk
uvedenych v seznamu nize, ze zdravotnické prostredky splfiuji pfislusna ustanoveni
Nafizeni o zdravotnickych prostfedcich (EU) 2017/745 (MDR) a splriuji veSkeré
relevantni pozadavky na bezpecnost a funkénost stanovené MDR. Prostfedky jsou
klasifikované dle pfilohy VIl MDR. Toto prohlaseni o shodé je vydano dle vyhradni
zodpovédnosti vyrobce.

Ucel pouziti: Prostfedky jsou uréeny pro inkontinenéni péci.
GMDN koéd: 11239

EMDN kod: T04010103

Signatory:

Mdlindal, dne 25.4.2022

Romana Stefek

Global Regulatory Affairs/Product Safety Director

PRRC, LM Essity Hygiene and Health AB

* dle definice v nafizeni o zdravotnickych prostfedcich (EU) 2017/745

Toto prohlaseni z(istava v platnosti, dokud neni nahrazeno novou verzi.

Essity Hygiene and Health AB
SE-405 03 GOTEBORG
Svédsko

Adresa pro navstévy:
MélIndals Bro 2, MélIndal
tel. +46 31 746 00 00

WWW.essity.com

Sidlo: Goteborgs kommun. Cislo registrace: SE556007-2356


http://www.essity.com/

Cisla Polozka UDI-DI ¢éislo

olozek
792862 [TENA Pants Bariatric Plus XXL, 4x12 pcs  [7322541263007
100342 TENA Pants Bariatric Plus XXL, 36x1, AB [7322540901108
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Svédsko

Adresa pro navstévy:
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