& essity
EU DECLARATION OF CONFORMITY

Company: Essity Hygiene and Health AB
SE-405 03 Géteborg
Sweden
Visitor's address: Molndals Bro 2, MoIndal, Sweden

SRN number: SE-MF-000000004

Product assortment: TENA Men

Basic UDI-DI: 73225401009373

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: T04010102
Signatory: Méolndal, on Apr 25,2024
=

Romana Stefek
Global Regulatory Affairs Director
PRRC Medical Devices, Cosmetics/Biocides, Certified ProductsAB

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

Essity Hygiene and Health AB

SE-405 03 GOTEBORG

This declaration is valid until new version is issued. Sweden . i
Visitors’ address:MoIndals Bro 2, MdIndal
Phone: +46 31 746 00 00

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


https://essity.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAhlIocG-Okhm37woqLyk4Q77o85VKOT7u
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Article number [Article UDI-DI number
50751 TENA Men Absorbent Guards, 6x20p, MX 7322540259711
100016 TENA Men Active Fit L2, 120x1 A 7322541240398
100017 TENA Men Active Fit L3, 64x1 A 7322541240978
100027 TENA Men Active Fit LO, 252x1 A 7322541242248
100028 TENA Men Active Fit LO, 252x1p B 7322541242361
100029 TENA Men Active Fit L1, 144x1 A 7322541242491
100031 TENA Men Active Fit L1, 144x1 B 7322541242620
100032 TENA Men Active Fit L2, 120x1 B 7322541242736
100033 TENA Men Active Fit L3, 64x1 B 7322541242880
100255 TENA Men Protective Shield Level 0, 130x1 C 7322541256566
100256 TENA Men Light Level 1 70x1 C 7322541256696
100257 TENA Men Medium Level 2 112x1 C 7322541269719
100258 TENA Men Super Level 3 80x1 C 7322541256931
100511 TENA Men Active Fit LO, 130x1 CD mix 7322541345864
100512 TENA Men Active Fit L1, 70x1 CD mix 7322541345888
100513 TENA Men Active Fit L2, 112x1 CD mix 7322541345901
100514 TENA Men Active Fit L3, 80x1 CD mix 7322541345925
100659 TENA Men Level 1, 144x1 A 7322541874036
100660 TENA Men Level 1, 70x1 CD mix 7322541874111
100661 TENA Men Level 2, 120x1 A 7322541874203
100662 TENA Men Level 2, 112x1 CD mix 7322541874289
100663 TENA Men Level 3, 64x1 A 7322541874371
100664 TENA Men Level 3, 80x1 CD mix 7322541874456
750403 TENA Men Protective Shield Extra Light, 8x14p 7322540770339
750404 TENA Men Active Fit Shield, 3x14p, SRP 7322540770339
750406 TENA Men Active Fit Shield, 8x14p FR/IT 7322540770377
750449 TENA Men Protective Shield Extra Light, 8x14p 7322540770339
750459 TENA Men Protective Shield, Level 0, 8x14p, East 7322540869927
750463 TENA Men Active Fit Shield, 8x14p SRU eC 7322540893632
750535 TENA Men Active Fit Shield, 8x14p Neu 7322541495309
750536 TENA Men Active Fit Shield, 3x14p DE SRP 7322541691770
750651 TENA Men Active Fit L1, 6x24p, Int 7322540426359
750652 TENA Men Active Fit L1, 6x24p, FR 7322540426397
750653 TENA Men Active Fit L1, 6x24p, IT 7322540426410
750654 TENA Men Level 1 Light, 6x24p 7322540426359
750658 TENA Men Active Fit L1, 4x12p, SRP 7322540426335
750661 TENA Men Active Fit L1, 8x12p, Int 7322540426335
750662 TENA Men Level 1 Light, 8x12p 7322540426373
750663 TENA Men Active Fit L1, 8x12p, FR 7322540426311
750676 TENA Men Active Fit L1, 8x12p, SRU eC 7322540893656
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750677 TENA Men Active Fit L1, 6x24p, ES, PT 7322540934519
750682 TENA Men Active Fit L1, 8x12p RTeC Neu 7322541314174
750683 TENA Men Active Fit L1, 6x24p, East 7322541493053
750684 TENA Men Active Fit L1, 6x24p, Neu SWAN 7322541493121
750701 TENA Men Active Fit L1, 8x12p, DE 7322541497341
750703 TENA Men Level 1, 6x24p 7322541500898
750704 TENA Men Level 1, 8x12p 7322541501024
750706 TENA Men Level 2, 6x20p 7322541501154
750708 TENA Men Level 3, 6x16p 7322541501468
750710 TENA Men Active Fit L1, 6x24p, IT, NEU 7322540426410
750711 TENA MEN Active Fit L2, 6x20p, IT, NEU 7322540426502
750713 TENA Men Active Fit L3, 6x16p, IT, NEU 7322540467048
750715 TENA Men Active Fit L1, 8x14p, DE Promo 7322542420195
750759 TENA Men Active Fit L2, 4x10p, SRP 7322540016413
750776 TENA Men Active Fit L2, 6x20p, Int 7322540016383
750784 TENA Men Level 2 Medium, 6x20p 7322540016383
750789 TENA Men Active Fit L2, 6x20p, FR 7322540426489
750795 TENA Men Active Fit L2, 6x20p, IT 7322540426502
750796 TENA Men Active Fit L2, 6x10p, Int 7322540016413
750797 TENA Men Active Fit L2, 3x10p, SRP 7322540016413
750798 TENA Men Active Fit L2, 6x10p, DE 7322540770179
750809 TENA Men Active Fit L2, 6x10p, SRU eC 7322540893724
750829 TENA Men Active Fit L2, 6x20p, ES, PT 7322540934571
750830 TENA Men Active Fit L3, 6x16p, Int 7322540463620
750833 TENA Men Level 3 Super, 6x16p 7322540463620
750834 TENA Men Active Fit L3, 6x16p, FR 7322540467048
750835 TENA Men Active Fit L3, 6x16p, IT 7322540467048
750855 TENA Men Level 3 Super, 6x8p 7322540769975
750856 TENA Men Active Fit L3, 6x8p, Int 7322540560602
750858 TENA Men Active Fit L3, 6x20p, East 7322540792065
750860 TENA Men Active Fit L3, 6x16p, ES, PT 7322540935684
750863 TENA Men Active Fit L3, 6x8p, FR 7322540969573
750865 TENA Men Active Fit L2, 8x10p, FR 7322540426465
750868 TENA Men Active Fit L2, 6x10p RTeC NEU 7322541314297
750873 TENA Men Active Fit L2, 6x20p East 7322541493237
750874 TENA Men Active Fit L2, 6x20p, Neu SWAN 7322541493329
750876 TENA Men Active Fit L3, 6x16p, Neu SWAN 7322541493497
750878 TENA Men Active Fit L2, 6x10p, DE 7322541497426
750879 TENA Men Active Fit L3, 6x8p, DE 7322541497501
750899 TENA MEN Active Fit L2, 6x12p, DE Promo 7322542035658
750900 TENA Men Active Fit L3, 6x8p, SRU eC 7322542307168
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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 Men

Basic UDI-DI: 73225401009373
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 koéd: T04010102

Signatory:

MolIndal, dne 25.4.2024

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 ¢islo

olozek

50751 TENA Men Absorbent Guards, 6x20p, MA 7322540259711
100016 TENA Men Active Fit L2, 120%1 & 7322541240396
100017 TENA Men Active Fit L3, 64x1 A 7322541240975
100027 TENA Men Active Fit LD, 252¢1 A 7322541242245
100028 TENA Men Active Fit LD, 252¢1p B 7322541242361
100023 TENA Men Active Fit L1, 144x1 & 7322541242491
100031 TENA Men Active Fit L1, 144x1 B 7322541242620
100032 TENA Men Active Fit L2, 12041 B 7322541242736
100033 TENA Men Active Fit L3, 64x1 B 7322541242680
100255 TENA Men Protective Shield Level 0, 130x1 C 7322541256566
100256 TENA Men Light Level 1 70x1 C 7322541256695
100257 TENA Men Medium Level 2 11251 C 7322541260710
100258 TENA Men Super Level 3 6041 C 7322541256931
100511 TENA Men Active Fit LD, 130x1 CD mix 7322541345664
100512 TENA Men Active Fit L1, 70%1 CD mix 7322541345886
100513 TENA Men Active Fit L2, 112x1 CD mix 7322541345901
100514 TENA Men Active Fit L3, B0x1 CD mix 7322541345925
100653 TENA Men Level 1, 144x1 A 7322541674036
100660 TENA Men Level 1, 70x1 CD mix 7322541674111
100661 TENA Men Level 2, 120x1 A 7322541674203
100662 TENA Men Level 2, 112x1 CD mix 7322541674280
100663 TENA Men Level 3, 6451 A 7322541674371
100664 TENA Men Level 3, 80x1 CD mix 7322541674456
TE0403 TENA Men Protective Shield Extra Light, Gx14p 7322540770330
750404 TENA Men Active Fit Shield, 3x14p, SRP 7322540770330
750406 TENA Men Active Fit Shield, 8x14p FRIT 7322540770377
750445 TENA Men Protective Shield Exira Light, Gx14p 7322540770330
TE0450 TENA Men Protective Shield, Level 0, 5x14p, East 7322540660927
TS04E3 TENA Men Active Fit Shield, 8x14p SRU eC 7322540893632
750535 TENA Men Active Fit Shisid, Bx14p Neu 7322541495300
TE0536 TENA Men Active Fit Shield, 3x14p DE SRP 7322541691770
TEDEST TENA Men Active Fit L1, Bx24p, Int 7322540426350
TS0652 TENA Men Active Fit L1, 6x24p, FR 7322540426397
TS0653 TENA Men Active Fit L1, x24p, IT 7322540426410
TE0654 TENA Men Level 1 Light, 6x24p 7322540426350
TSDESE TENA Men Active Fit L1, 4x12p, SRP 7322540426335
R TENA Men Active Fit L1, 8x12p, Int 7322540426335
TS06EZ TENA Men Level 1 Light, Bx12p 7322540426373
TE06E3 TENA Men Active Fit L1, Bx12p, FR 7322540426311
TE0ETE TENA Men Active Fit L1, Bx12p, SRU &0 7322540693656
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06Ty TEMA Men Active Fit L1, 6x24p, ES, PT 7322540934519
50682 TEMA Men Active Fit L1, 8x12p RTeC MNeu 7322541314174
0683 TEMA Men Active Fit L1, 6x24p, East 7322541493053
0684 TENA Men Active Fit L1, Gx24p, Meu SWAN 7322541483121
7507 TENA Men Active Fit L1, 8x12p, DE 7322541497341
750703 TEMA Men Level 1, Bx24p 7322541500898
70704 TENA Men Level 1, 8x12p 7322541501024
730706 TENA Men Level 2, 6x20p 7322541501154
750708 TEMNA Men Level 3, 6x16p 7322541501468
750710 TEMA Men Active Fit L1, 6x24p, IT, NEU 7322540426410
70711 TEMNA MEM Active Fit L2, 6x20p, IT, NEU 7322540426502
730713 TEMA Men Active Fit L3, 6x16p, IT, NEU 7322540467043
750715 TEMA Men Active Fit L1, Bx14p, DE Promo 7322542420195
750759 TEMA Men Active Fit L2, 4x10p, SRP 7322540016413
0776 TEMA Men Active Fit L2, 6x20p, Int 7322540016383
7a07e4 TENA Men Level 2 Medium, 6x20p 7322540016383
750789 TENA Men Active Fit L2, 6x20p, FR 7322540426489
7507es TEMA Men Active Fit L2, 6x20p, IT 7322540426502
0796 TEMA Men Active Fit L2, 6x10p, Int 7322540016413
[T TEMNA Men Active Fit L2, 3x10p, SRP 7322540016413
750798 TENA Men Active Fit L2, 6x10p, DE 7322540770179
750809 TEMA Men Active Fit L2, 6x10p, SRU eC 7322540893724
0829 TEMA Men Active Fit L2, 6x20p, ES, PT 7322540934571
730830 TEMA Men Active Fit L3, 6x16p, Int 7322540463620
750833 TEMA Men Level 3 Super, Bx16p 7322540463620
To0E34 TENA Men Active Fit L3, 6x16p, FR 7322540467045
70835 TEMA Men Active Fit L3, 6x16p, IT 7322540467045
730855 TEMA Men Level 3 Super, Gxip 7322540769973
750856 TENA Men Active Fit L3, 6x8p, Int 7322540560802
750858 TEMA Men Active Fit L3, 6x20p, East 7322540792065
20860 TEMA Men Active Fit L3, 6x16p, ES, PT 7322540935654
730863 TENA Men Active Fit L3, 6x8p, FR 7322540969573
750865 TEMA Men Active Fit L2, 8x10p, FR 7322340426465
50868 TEMA Men Active Fit L2, 8x10p RTeC NEU 7322541314297
0873 TEMNA Men Active Fit L2, 6x20p East 7322541493237
ra0aT4 TENA Men Active Fit L2, Gx20p, Neu SWAN 7322541493329
750876 TENA Men Active Fit L3, 6x16p, Meu SWAN 7322541493497
750878 TENA Men Active Fit L2, 6x10p, DE 7322541497426
0879 TENA Men Active Fit L3, 6x8p, DE 7322541497501
730899 TENA MEM Active Fit L2, 6x12p, DE Promo 7322542035653
750900 TEMA Men Active Fit L3, x8p, SRU eC 7322542307168
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