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EU DECLARATION OF CONFORMITY

Company:

Product assortment:

Basic UDI-DI:
Medical devices:
Risk class:

Common
Specification:

Notified Body:

Declaration:

Intended use:
GMDN code:

EMDN code:

Signatory:

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

This declaration is valid until new version is issued.

Essity Hygiene and Health AB

SE-405 03 Goteborg

Sweden

Visitor's address: Molndals Bro 2, Molndal, Sweden
SRN number: SE-MF-000000004

Incontinence Female Liners

7322540100926Z7

See enclosed list

Class |

N/A

N/A, since class | device

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.

The devices are intended for incontinence care

11239

T04010102

MolIndal, on 2022-06-10

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

Essity Hygiene and Health AB
SE-405 03 GOTEBORG
Sweden

Phone: +46 31 746 00 00
www.essity.com

Seat: Goteborgs kommun. Registration number: SE556007-2356

Visitors’ address:MdlIndals Bro 2, MéIndal


https://essity.eu1.adobesign.com/verifier?tx=CBJCHBCAABAA99Zq5IYEQGwWUfOZU3SCAoRGnmacFSP1

& essity

Article No. |Article Name UDI-DI

100013 TENA Discreet Mini Magic 300x1 A 7322541238807
100014 TENA Discreet Ultra Mini 330x1 A 7322541239088
100015 TENA Discreet Ultra Mini Plus 260x1 A 7322541240107
100018 TENA Discreet Mini Magic 300x1 B 7322541241067
100019 TENA Discreet Ultra Mini 330x1 B 7322541241258
100021 TENA Discreet Ultra Mini Plus 260x1 B 7322541241494
100022 TENA Lady Slim Mini Magic 300x1 C 7322541241586
100023 TENA Lady Slim Ultra Mini 330x1 C 7322541241760
100024 TENA Lady Slim Ultra Mini Plus 260x1 C 7322541241890
100025 TENA Silh Noir Normal Liner 300x1 A 7322541241951
100026 TENA Silh Noir Normal Liner 300x1 B 7322541242118
100360 TENA Lights Liner Light 300x1 AB 7322541271194
100361 TENA Lights Liner Normal 330x1 AB 7322541271279
100362 TENA Lights Liner Long 260x1 AB 7322541271330
100363 TENA Lights Liner Normal EW 276x1 AB 7322541271408
100364 LbT Long liner scented 260x1 AB 7322541271460
100515 TENA Lady Slim Ultra Mini 330x1 CD mix 7322541345949
100594 TENA Dailies Long 300x1 DACH 7322541500683
211002 TENA lady Ultra Mini 7322540019971
211519 TENA Silh Noir Normal Liner 10x26 B1 SRP 7322541146829
757038 TENA lady Slim UM 21x14p B4 7322540013658
757048 TENA Discreet Ultra Mini 21x14p UK SRP 7322541079462
757051 TENA Lady Slim UM 21x14p B6 SRP 7322541115832
757052 TENA Lady Slim Ultra Mini 21x14p B7 SRP 7322540013658
757053 TENA Lady UM 10x14p RU 7322540013658
757054 TENA Lady Slim UM 10x14p B7 SRP 7322541321677
760106 TENA lights Liner 10x22p ew B3 SRP 7322540588170
760113 lights by TENA UT Normal 12x16p B3 7322540758849
760114 lights by TENA UT Normal wing 12x14p B3 7322540758863
760122 TENA lights Liner Normal 5x22p EW B1 SRP 7322540808667
760123 TENA lights Liner Norm 10x22p EWB3B4 SRP 7322540808704
761000 TENA lights Liner Discr 12x28p B3/B8 FSC 7322540490220
761001 Eitlggli;:ﬁ%txg/m Ig/lze;gBl:cS:)6x34p B5/B8 SRP code (TENA Lady 7322540118056
761008 TENA lights Liner Light 5x28p B1 SRP 7322540490220
761024 TENA lights Liner Discr 5x28p B4/B5 SRP 7322540718607
761025 TENA lights Liner Discr 5x28p B3/B8 FSC 7322540490220
761052 TENA Lady Slim Mini Magic 6x34p B6 SRP 7322540894714
761053 TENA lights Liner Light 5x28p SRU eC 7322540897937
761063 TENA Discreet Mini Magic 6x34p B1 SRP 7322541081816
761064 TENA Discreet Mini Magic 6x34p B2/B9 SRP 7322541079349
761086 TENA lights Liner Discr 5x28p B2 SRP 7322541343259
761109 TENA lights Liner Normal 6x24p B1 SRP 7322540490268
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761115 TENA lights Liner Normal 6x24p B4/B5 SRP 7322540721515
761116 TENA lights Liner Normal 6x24p B3/B8 FSC 7322540721539
761125 TENA Discreet Ultra Mini 10x28p B1 SRP Neu 7322541079585
761129 TENA lights Liner Normal 6x24p B2 SRP 7322541343341
761130 TENA Lady Slim UM 10x28p B4 7310791247649
761139 LEANﬁ))?lecprtla:ng)Ultra Mini 10x28p B3 SRP (TENA Lady Discreet 7392540662696
761148 TENA lights Liner Norm 3x48p Duo B1 SRP 7322540600735
761173 TENA Discreet Ultra Mini 10x28p B1 SRP 7322541079585
761174 TENA Discreet Ultra Mini 10x28p B2/B9 SRP 7322541079677
761175 TENA Discreet Ultra Mini 10x28p B4/B5/B8 SRP code 7310791247649
761176 TENA Lady Slim UM 10x28p B6 SRP 7322541116082
761177 TENA Lady Slim Ultra Mini 10x28p B7 SRP 7322541116167
761182 TENA Lady Slim 3x48p UM B6/ B7 SRP 7322541360577
761183 TENA Lady Slim UM 3x48p B6/B7 SRP+sticker 7322541403359
761201 TENA Dailies Normal 10x24p B2 SRP 7322541434223
761202 TENA Dailies Long 10x22p B2 SRP 7322541434308
761203 TENA Dailies Extra Long 10x20p B2 SRP 7322541434414
761270 TENA Silh Noir Normal Liner 10x26 B1 SRP 7322541146737
761271 TENA Silh Noir N Liner 10x26p B2 PZN SRP 7322541146775
761272 TENA Silh Noir N Liner 10x26p B3/B8 SRP 7322541146829
761273 TENA Silh Noir Normal Liner 8x26p B1 SRP 7322541146737
761274 TENA Silh Noir N Liner 10x26 B4B5 SRP co 7322541157641
761290 TENA Lady Slim Micro 12x18p B6/B7 SRP 7322541360966
761803 TENA lights Liner Long 6x20p bulk B1 SRP 7322540557466
761807 TENA lights Liner Long 6x20p B3/B8 FSC 7322540588156
761816 TENA lights Liner Long 6x20p B4/B5 SRP 7322540719642
761818 TENA lights Liner Long 3x40p Duo B1 SRP 7322540785999
761822 TENA lights Liner Long 6x20p SRU eC 7322540894059
761824 TENA Lady Discr Ult MiPl 6x24p DACH RT 7322540938388
761825 TENA lights Liner Long 12x20p B3/B8 FSC 7322540588156
761826 TENA lights Long Liner 3x40p JumboB3 SRP 7322540945942
761828 TENA Discreet Ultra Mini Plus 6x24p B1 SRP 7322541079899
761829 TENA Discreet Ultra Mini Plus 6x24p B2 SRP 7322541079967
761830 TENA Discreet Ultra Mini Plus 12x24p B3/B5/B8 SRP code 7322540226058
761832 TENA Discreet Ultra Mini Plus 6x24p B3/B5/B8 SRP code 7322540226058
761833 TENA Discreet Ultra Mini Plus 6x24p B1 SRP Neu 7322541079899
761834 TENA Lady Slim UMP 6x24p B6 SRP 7322541116433
761838 TENA lights Liner Long 6x20p B2 SRP 7322541343686
761839 TENA lights Liner Long 3x40p CONV IT SRP 7322541345840
761861 lights by TENA Long Liner Scented 6x18p B2 7322540946307
761862 lights by TENA Long Liner Scented 6x18p B3 7322540946345




[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: Incontinence Female Liners
Basic UDI-DI: 7322540100926Z
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:

Mdlindal, dne 10.6.2022

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 ¢islo

olozek

100013 TENA Discreet Mini Magic 300x1 A 7322541238807
100014 TENA Discreet Ultra Mini 330x1 A 7322541230088
100015 TENA Discreet Ultra Mini Plus 260x1 A 7322541240107
100018 TENA Discreet Mini Magic 300x1 B 7322541241067
100019 TENA Discreet Ultra Mini 330x1 B 7322541241258
100021 TENA Discreet Ulira Mini Plus 260x1 B 7322541241494
100022 TENA Lady Slim Mini Magic 300x1 C 7322541241586
100023 TENA Lady Slim Ultra Mini 330x1 C 7322541241760
100024 TENA Lady Slim Ultra Mini Plus 260x1 C 7322541241890
100025 TENA Silh Noir Normal Liner 300x1 A 7322541241951
100026 TENA Silh Noir Mormal Liner 300x1 B 7322541242118
100360 TENA Lights Liner Light 300x1 AB 7322541271194
100361 TENA Lights Liner Normal 330x1 AB 7322541271279
100362 TENA Lights Liner Long 260x1 AB 7322541271330
100363 TENA Lights Liner Normal EW 276x1 AB 7322541271408
100364 LbT Long liner scented 260x1 AB 7322541271460
100515 TENA Lady Slim Ultra Mini 330x1 €D mix 7322541345949
100594 TENA Dailies Long 300x1 DACH 7322541500683
211002 TENA lady Ultra Min: 7322540019971
211519 TENA Silh Noir Normal Liner 10x26 B1 SRP 7322541146829
757038 TENA lady Slim UM 21x14p B4 7322540013658
757048 TENA Discreet Ultra Mini 21x14p UK SRP 7322541079462
757051 TENA Lady Slim UM 21x14p B6 SRP 7322541115832
757052 TENA Lady Slim Ultra Mini 21x14p B7 SRP 7322540013658
757053 TENA Lady UM 10x14p RU 7322540013658
757054 TENA Lady Slim UM 10x14p B7 SRP 7322541321677
760106 TENA lights Liner 10x22p ew B3 SRP 7322540585170
760113 lights by TENA UT Normal 12x16p B3 7322540755549
760114 lights by TEMA UT Normal wing 12x14p B3 7322540758863
760122 TENA lights Liner Normal 5x22p EW B1 SRP 7322540808667
760123 TENA lights Liner Norm 10x22p EWB3B4 SRP 7322540806704
761000 TENA lights Liner Discr 12x28p B3/B& F5C 7322540490220

TENA Discreet Mini Magic 6x34p B5/08 SRP code (TENA Lad

751001 Discrect MM 6x34p B;'EES} P { ¥ 7322540113058
761008 TENA lights Liner Light 5x28p B1 SRP 7322540490220
761024 TENA lights Liner Discr 5x28p B4/B5 SRP 7322540718607
761025 TENA lights Liner Discr 5x28p B3B8 FSC 7322540490220
751052 TENA Lady Slim Mini Magic 6x34p B6 SRP 7322540834714
751053 TENA lights Liner Light 5x28p SRU eC 7322540897937
761063 TENA Discreet Mini Magic 6x34p B1 SRP 7322541081816
761064 TENA Discreet Mini Magic 6x34p B2/B9 SRP 7322541079349
761086 TENA lights Liner Discr 5x28p B2 SRP 7322541343259
761109 TENA lights Liner Normal 6x24p B1 SRP 7322540490268

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
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TE1115 TEMA lights Liner Normal 6x24p B4/BS SRP 7322540721515
TE11186 TEMA lights Liner Mormal 6x24p B3/BS F5C 7322540721539
TE1125 TEMNA Discreet Ultra Mini 10x28p B1 SRP Neu 7322541079585
TE1129 TEMA lights Liner Normal 6x24p B2 SRP 7322541343341
TE1130 TEMA Lady Slim UM 10x28p B4 7310791247649
- — = -
761139 EEN%EE‘E;I-?:E%H“ Mini 10x28p B3 SRP (TENA Lady Discrest 7322540662696
TE1148 TEMA lights Liner Morm 3x48p Duo B1 SRP 7322540800735
TE1173 TEMA Discreet Ultra Mini 10x28p B1 SRP 7322541079585
TE1174 TEMA Discreet Ultra Mini 10x28p B2/B9 SRP 7322541079677
TE1175 TEMA Discreet Ultra Mini 10x25p B4/B5/88 SRP code 7310791247649
TE1176 TEMNA Lady Slim UM 10x25p B6 SRP 7322541116082
TE1177 TEMNA Lady Slim Uitra Mini 10x28p BT SRP 7322541116167
TE1182 TEMA Lady Slim 3x48p UM B&/ BT SRP 7322541360577
TE1183 TEMA Lady Slim UM 3x48p BE/BT SRP+sticker 7322541403359
TE1201 TEMA Dailies Mormal 10x24p B2 SRP 7322541434223
781202 TEMA Dailies Long 10x22p B2 SRP 7322541434308
TE1203 TEMA Dailies Extra Long 10x20p B2 SRP 7322541434414
781270 TEMA Silh Moir Mormal Liner 10x26 B1 SRP 7322541146737
TE1271 TEMA Silh Moir M Liner 10x26p B2 PZN SRP T322541146775
TE1272 TEMNA Silh Moir M Liner 10x26p BYB& SRP 7322541146829
TE1273 TEMNA Silh Moir Mormal Liner 8x26p B1 SRP 7322541146737
TE1274 TEMA Silh Moir N Liner 10x26 B4B5 SRP co 7322541157641
TE1290 TEMNA Lady Slim Micro 12x18p BE/BT SRP 7322541360966
TE1803 TEMA lights Liner Leng 6x20p bulk B1 SRP 7322540557486
TE1807 TEMA, lights Liner Long 6x20p B3/BE FSC 7322540588156
TE1818 TEMA lights Liner Long 6x20p B4/BS SRP 7322540719642
TE1818 TEMA lights Liner Long 3x40p Duo B1 SRP 7322540785999
761822 TEMA lights Liner Long 6x20p SRU eC 7322540894059
TE1824 TEMA Lady Discr Uit MiPl 6x24p DACH RT 7322540935388
TE1825 TEMA lights Liner Long 12x20p B3/B8 F5C 7322540585156
TE1826 TEMA lights Long Liner 3x40p JumboB3 SRP 7322540945942
TE1828 TENA Discreet Ultra Mini Plus 6x24p B1 SRP 7322541079899
TE1829 TEMNA Discreet Ultra Mini Plus 6x24p B2 SRP 7322541079967
TE1830 TEMA Discreet Ultra Mini Plus 12x24p BA/BS/BE SRP code 7322540226058
TE1832 TEMA Discreet Ultra Mini Plus 6x24p B3/BS/BE SRP code 7322540226058
TE1833 TEMA Discreet Ultra Mini Plus 6x24p B1 SRP Neu 7322541079899
TE1834 TEMA Lady Slim UMP Ex24p B SRP 7322541118433
TE1838 TEMA lights Liner Long 6x20p B2 SRP 7322541343686
TE1839 TEMA lights Liner Long 3x40p CONY IT SRP 7322541345840
TE1861 lights by TEMA Long Liner Scented 6x18p B2 7322540946307
TE1862 lights by TEMA Long Liner Scented 6x18p B3 7322540945345
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