& ©eMBReIS

EU-FORSAKRAN OM OVERENSSTAMMELSE
EC DECLARATION OF CONFORMITY

I enlighet med Annex IV -Férordning 20171745 om medicintekniska produkter
According to Annex IV - Regulation 20171745 on medical devices.

Tillverkare / Manufacturer Adress/ Address SRN
Embreis AB Tumstocksvagen 11 B SE-MF-000003023
187 66 Taby

Sverige/ Sweden

PRODUKT IDENTIFIKATION/ DEVICE IDENTIFICATION

Produktkategori/ Product Category Basic UDI Klassifikation/ Classification

Prosthetic Leg Covers 73401896371QY Klass | (Regel 1, 4.1, bilaga VIII)
Class | (Rule 1, 4.1 annex VIII)

Avsedd anvédndning/ Intended purpose

Ge protesben och protesfot ett mer kosmetiskt och naturligt utseende.
Give the prosthetic leg and foot a more cosmetic and lifelike apperence.

Produktnamn/ Name of the device

. eSkin Leg Cover
« eSkin Foot Cover

Artikelnummer/ Part number
Se bilaga 1 och 2/ See appendix 1 and 2

Vi intygar hdrmed under vart eget ansvar att ovanstaende We hereby declare under our sole responsibility that the medical
medicintekniska produkt(er) uppfyller de tilldmpliga kraven i EU- device(s) specified above meet the provision of the EU
férordning 2017/745 om medicintekniska produkter. Regulation MDR 2017/745 for medical devices.
Standards Applied

ISO 22523:2006 External limb prostheses and external orthoses- Requirements and test methods
ISO 14971:2019 Medical devices—Application of risk management to medical devices
ISO 13485:2016 Medical devices -- Quality management systems.

Ort och datum/ Place and date

Namnteckning/ Signature

Henrietta Z Hammarlund
Regulatory & Quality Manager

Embreis AB, Tumstocksvégen 11B | SE-187 66 Taby, Sweden | Phone +46 (0)8 401 621 00 | www.embreis.com

Assently: e3ac66b7b05602bd51484b5ad824123aaa87 EIUPERESIER R AL Y5 FIFR . 2084085 fhaoserodcoscasd202b73i82eSefcase501388040bcaT3e



& eMBRels

Bilaga 1/ Appendix 1

Artikelnummer/ Part number Benamning/ Product name
E6S eSkin Leg Cover Standard Toe
E6T eSkin Leg Cover Split Toe

E6F eSkin Foot Cover

Embreis AB, Tumstocksvégen 11B | SE-187 66 Téaby, Sweden | Phone +46 (0)8 401 621 00 | www.embreis.com

Assently: €3ac66b7b056d2bd51484b5ad824123aaa87 B IKd PRGN QA ALRY MEFIOR 20841808 f04066190dc05c960292b 731826 Befca3e50f388040bcaT3e




Nr
E6F2122101
E6F2122102
E6F2122103
E6F2122L04
E6F2122105
E6F2122L06
E6F2122L07
E6F2122108
E6F2122L09
E6F2122110
E6F2122111
E6F2122112
E6F21221.13
E6F2122L14
E6F2122115
E6F2122L16
E6F2122L17
E6F21221.18
E6F2122199
E6F2122R01
E6F2122R02
E6F2122R03
E6F2122R04
E6F2122R05
E6F2122R06
E6F2122R07
E6F2122R08
E6F2122R09
E6F2122R10
E6F2122R11
E6F2122R12
E6F2122R13
E6F2122R14
E6F2122R15
E6F2122R16
E6F2122R17
E6F2122R18
E6F2122R99
E6F2526L01
E6F2526L02
E6F2526L03
E6F2526L04
E6F2526L05
E6F2526L06
E6F2526L07
E6F2526L08
E6F2526L09
E6F2526L10
E6F2526L11
E6F2526L12
E6F2526L13
E6F2526L14
E6F2526L15
E6F2526L16
E6F2526L17
E6F2526L18
E6F2526L99
E6F2526R01
E6F2526R02
E6F2526R03
E6F2526R04
E6F2526R05
E6F2526R06
E6F2526R07

Assently: e3ac66b7b056d2bd51484b5ad824123aaa87c82ad71e96f9c31c947fcf2e8403d3ff5ce083f9d82a10406efo9dc95c96d292b73f82e5efca3e50f388040bca73e

Beskrivning

eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover

Beskrivning 2

Left, Size 21-22, Color 01
Left, Size 21-22, Color 02
Left, Size 21-22, Color 03
Left, Size 21-22, Color 04
Left, Size 21-22, Color 05
Left, Size 21-22, Color 06
Left, Size 21-22, Color 07
Left, Size 21-22, Color 08
Left, Size 21-22, Color 09
Left, Size 21-22, Color 10
Left, Size 21-22, Color 11
Left, Size 21-22, Color 12
Left, Size 21-22, Color 13
Left, Size 21-22, Color 14
Left, Size 21-22, Color 15
Left, Size 21-22, Color 16
Left, Size 21-22, Color 17
Left, Size 21-22, Color 18
Left, Size 21-22, Color 99
Right, Size 21-22, Color 01
Right, Size 21-22, Color 02
Right, Size 21-22, Color 03
Right, Size 21-22, Color 04
Right, Size 21-22, Color 05
Right, Size 21-22, Color 06
Right, Size 21-22, Color 07
Right, Size 21-22, Color 08
Right, Size 21-22, Color 09
Right, Size 21-22, Color 10
Right, Size 21-22, Color 11
Right, Size 21-22, Color 12
Right, Size 21-22, Color 13
Right, Size 21-22, Color 14
Right, Size 21-22, Color 15
Right, Size 21-22, Color 16
Right, Size 21-22, Color 17
Right, Size 21-22, Color 18
Right, Size 21-22, Color 99
Left, Size 25-26, Color 01
Left, Size 25-26, Color 02
Left, Size 25-26, Color 02
Left, Size 25-26, Color 04
Left, Size 25-26, Color 05
Left, Size 25-26, Color 06
Left, Size 25-26, Color 07
Left, Size 25-26, Color 08
Left, Size 25-26, Color 09
Left, Size 25-26, Color 10
Left, Size 25-26, Color 11
Left, Size 25-26, Color 12
Left, Size 25-26, Color 13
Left, Size 25-26, Color 14
Left, Size 25-26, Color 15
Left, Size 25-26, Color 16
Left, Size 25-26, Color 17
Left, Size 25-26, Color 18
Left, Size 25-26, Color 99
Right, Size 25-26, Color 01
Right, Size 25-26, Color 02
Right, Size 25-26, Color 03
Right, Size 25-26, Color 04
Right, Size 25-26, Color 05
Right, Size 25-26, Color 06
Right, Size 25-26, Color 07

UDI-DI

07340189639350
07340189638650
07340189639367
07340189639374
07340189639381
07340189639398
07340189639565
07340189639572
07340189639589
07340189639596
07340189639602
07340189639619
07340189639626
07340189638667
07340189639633
07340189639640
07340189639657
07340189639664
07340189641483
07340189639404
07340189638674
07340189639411
07340189639428
07340189639435
07340189639442
07340189639459
07340189639466
07340189639473
07340189639480
07340189639497
07340189639503
07340189639510
07340189638681
07340189639527
07340189639534
07340189639541
07340189639558
07340189641490
07340189639732
07340189638698
07340189640004
07340189639671
07340189640011
07340189639688
07340189640028
07340189640035
07340189640042
07340189640059
07340189640066
07340189640073
07340189640080
07340189638704
07340189640097
07340189640103
07340189640110
07340189640127
07340189641506
07340189640134
07340189638711
07340189640141
07340189639695
07340189640158
07340189639701
07340189640165



E6F2526R08
E6F2526R09
E6F2526R10
E6F2526R11
E6F2526R12
E6F2526R13
E6F2526R14
E6F2526R15
E6F2526R16
E6F2526R17
E6F2526R18
E6F2526R99
E652324L01
E6S2324L02
E6S52324L03
E652324L04
E652324L05
E6S2324L06
E6S2324L07
E652324L08
E652324L09
E6S2324L10
E6S2324L11
E6S2324L12
E652324L13
E6S2324L14
E6S2324L15
E6S2324L16
E6S2324L17
E6S2324L18
E6S2324199
E652324R01
E652324R02
E6S2324R03
E6S2324R04
E6S2324R05
E652324R06
E6S2324R07
E6S2324R08
E6S2324R09
E652324R10
E6S2324R11
E6S2324R12
E6S2324R13
E6S2324R14
E6S2324R15
E6S2324R16
E6S2324R17
E652324R18
E6S2324R99
E6S2526L01
E652526L02
E652526L03
E6S2526L04
E6S2526L05
E652526L06
E652526L07
E6S2526L08
E6S2526L09
E6S52526L10
E6S2526L11
E6S2526L12
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eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Foot Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover

Right, Size 25-26, Color 08
Right, Size 25-26, Color 09
Right, Size 25-26, Color 10
Right, Size 25-26, Color 11
Right, Size 25-26, Color 12
Right, Size 25-26, Color 13
Right, Size 25-26, Color 14
Right, Size 25-26, Color 15
Right, Size 25-26, Color 16
Right, Size 25-26, Color 17
Right, Size 25-26, Color 18
Right, Size 25-26, Color 99
Left, Size 23-24, Color 01
Left, Size 23-24, Color 02
Left, Size 23-24, Color 03
Left, Size 23-24, Color 04
Left, Size 23-24, Color 05
Left, Size 23-24, Color 06
Left, Size 23-24, Color 07
Left, Size 23-24, Color 08
Left, Size 23-24, Color 09
Left, Size 23-24, Color 10
Left, Size 23-24, Color 11
Left, Size 23-24, Color 12
Left, Size 23-24, Color 13
Left, Size 23-24, Color 14
Left, Size 23-24, Color 15
Left, Size 23-24, Color 16
Left, Size 23-24, Color 17
Left, Size 23-24, Color 18
Left, Size 23-24, Color 99
Right, Size 23-24, Color 01
Right, Size 23-24, Color 02
Right, Size 23-24, Color 03
Right, Size 23-24, Color 04
Right, Size 23-24, Color 05
Right, Size 23-24, Color 06
Right, Size 23-24, Color 07
Right, Size 23-24, Color 08
Right, Size 23-24, Color 09
Right, Size 23-24, Color 10
Right, Size 23-24, Color 11
Right, Size 23-24, Color 12
Right, Size 23-24, Color 13
Right, Size 23-24, Color 14
Right, Size 23-24, Color 15
Right, Size 23-24, Color 16
Right, Size 23-24, Color 17
Right, Size 23-24, Color 18
Right, Size 23-24, Color 99
Left, Size 25-26, Color 01
Left, Size 25-26, Color 02
Left, Size 25-26, Color 03
Left, Size 25-26, Color 04
Left, Size 25-26, Color 05
Left, Size 25-26, Color 06
Left, Size 25-26, Color 07
Left, Size 25-26, Color 08
Left, Size 25-26, Color 09
Left, Size 25-26, Color 10
Left, Size 25-26, Color 11
Left, Size 25-26, Color 12

07340189640172
07340189640189
07340189640196
07340189640202
07340189640219
07340189640226
07340189638728
07340189640233
07340189640240
07340189640257
07340189640264
07340189641513
07340189618515
07340189618522
07340189618539
07340189611080
07340189618546
07340189611493
07340189618553
07340189618560
07340189613466
07340189618577
07340189618584
07340189618591
07340189618607
07340189618614
07340189618621
07340189618638
07340189618645
07340189618652
07340189641520
07340189618669
07340189618676
07340189618683
07340189611097
07340189618690
07340189613473
07340189618706
07340189618713
07340189618720
07340189618737
07340189613480
07340189618744
07340189618751
07340189618768
07340189618775
07340189618782
07340189618799
07340189618805
07340189641537
07340189618812
07340189613497
07340189611103
07340189611110
07340189618829
07340189613503
07340189618836
07340189613510
07340189618843
07340189618850
07340189618867
07340189618874



E652526L13
E6S2526L14
E6S2526L15
E6S2526L16
E652526L17
E6S2526L18
E6S2526L99
E6S2526R01
E652526R02
E6S2526R03
E6S2526R04
E6S2526R05
E652526R06
E6S2526R07
E6S2526R08
E6S2526R09
E652526R10
E6S2526R11
E6S2526R12
E6S2526R13
E6S52526R14
E6S2526R15
E6S2526R16
E6S2526R17
E652526R18
E6S2526R99
E6S2728L01
E6S2728L02
E6S2728L03
E6S2728L04
E6S2728L05
E6S2728L06
E6S2728L07
E6S2728L08
E6S2728L09
E6S2728L10
E6S2728L11
E6S2728L12
E6S2728L13
E6S2728L14
E6S2728L15
E6S2728L16
E6S2728L17
E6S2728L18
E652728L99
E6S2728R01
E6S2728R02
E6S2728R03
E6S2728R04
E6S2728R05
E6S2728R06
E6S2728R07
E6S52728R08
E6S2728R09
E6S2728R10
E6S2728R11
E6S2728R12
E6S2728R13
E6S2728R14
E6S2728R15
E6S2728R16
E6S2728R17

Assently: e3ac66b7b056d2bd51484b5ad824123aaa87c82ad71e96f9c31c947fcf2e8403d3ff5ce083f9d82a10406efo9dc95c96d292b73f82e5efca3e50f388040bca73e

eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover

Left, Size 25-26, Color 13
Left, Size 25-26, Color 14
Left, Size 25-26, Color 15
Left, Size 25-26, Color 16
Left, Size 25-26, Color 17
Left, Size 25-26, Color 18
Left, Size 25-26, Color 99
Right, Size 25-26, Color 01
Right, Size 25-26, Color 02
Right, Size 25-26, Color 03
Right, Size 25-26, Color 04
Right, Size 25-26, Color 05
Right, Size 25-26, Color 06
Right, Size 25-26, Color 07
Right, Size 25-26, Color 08
Right, Size 25-26, Color 09
Right, Size 25-26, Color 10
Right, Size 25-26, Color 11
Right, Size 25-26, Color 12
Right, Size 25-26, Color 13
Right, Size 25-26, Color 14
Right, Size 25-26, Color 15
Right, Size 25-26, Color 16
Right, Size 25-26, Color 17
Right, Size 25-26, Color 18
Right, Size 25-26, Color 99
Left, Size 27-28, Color 01
Left, Size 27-28, Color 02
Left, Size 27-28, Color 03
Left, Size 27-28, Color 04
Left, Size 27-28, Color 05
Left, Size 27-28, Color 06
Left, Size 27-28, Color 07
Left, Size 27-28, Color 08
Left, Size 27-28, Color 09
Left, Size 27-28, Color 10
Left, Size 27-28, Color 11
Left, Size 27-28, Color 12
Left, Size 27-28, Color 13
Left, Size 27-28, Color 14
Left, Size 27-28, Color 15
Left, Size 27-28, Color 16
Left, Size 27-28, Color 17
Left, Size 27-28, Color 18
Left, Size 27-28, Color 99
Right, Size 27-28, Color 01
Right, Size 27-28, Color 02
Right, Size 27-28, Color 03
Right, Size 27-28, Color 04
Right, Size 27-28, Color 05
Right, Size 27-28, Color 06
Right, Size 27-28, Color 07
Right, Size 27-28, Color 08
Right, Size 27-28, Color 09
Right, Size 27-28, Color 10
Right, Size 27-28, Color 11
Right, Size 27-28, Color 12
Right, Size 27-28, Color 13
Right, Size 27-28, Color 14
Right, Size 27-28, Color 15
Right, Size 27-28, Color 16
Right, Size 27-28, Color 17

07340189618881
07340189618898
07340189618904
07340189618911
07340189618928
07340189611127
07340189641544
07340189618935
07340189620006
07340189611134
07340189611141
07340189618942
07340189613527
07340189618959
07340189613534
07340189613541
07340189611455
07340189618966
07340189618973
07340189618980
07340189618997
07340189619000
07340189619017
07340189611486
07340189619024
07340189641551
07340189619031
07340189619048
07340189611158
07340189611165
07340189613558
07340189613565
07340189619055
07340189619062
07340189619079
07340189619086
07340189619093
07340189619109
07340189619116
07340189619123
07340189619130
07340189619147
07340189619154
07340189619161
07340189641568
07340189619178
07340189619185
07340189611172
07340189613572
07340189619192
07340189613589
07340189619208
07340189619215
07340189619222
07340189619239
07340189619246
07340189619253
07340189619260
07340189619277
07340189619284
07340189619291
07340189613596



E6S2728R18
E6S2728R99
E6S2930L01
E6S2930L02
E652930L03
E6S2930L04
E6S2930L05
E652930L06
E652930L07
E6S2930L08
E6S2930L09
E6S2930L10
E6S2930L11
E6S2930L12
E6S2930L13
E6S2930L14
E6S2930L15
E6S2930L16
E6S2930L17
E6S2930L18
E652930L99
E6S2930R01
E6S2930R02
E6S2930R03
E6S52930R04
E6S2930R05
E6S2930R06
E6S2930R07
E6S2930R08
E6S2930R09
E6S2930R10
E6S2930R11
E6S2930R12
E6S2930R13
E6S2930R14
E6S2930R15
E6S2930R16
E6S2930R17
E6S2930R18
E6S2930R99
E6T2122101
E6T2122102
E6T2122L03
E6T2122L04
E6T2122L05
E6T2122L06
E6T2122L07
E6T2122L08
E6T2122L09
E6T2122110
E6T2122111
E6T2122112
E6T2122113
E6T2122114
E6T2122115
E6T2122116
E6T2122117
E6T2122118
E6T2122199
E6T2122R01
E6T2122R02
E6T2122R03

Assently: e3ac66b7b056d2bd51484b5ad824123aaa87c82ad71e96f9c31c947fcf2e8403d3ff5ce083f9d82a10406efo9dc95c96d292b73f82e5efca3e50f388040bca73e

eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe
eSkin Leg Cover Split Toe

Right, Size 27-28, Color 18
Right, Size 27-28, Color 99
Left, Size 29-30, Color 01
Left, Size 29-30, Color 02
Left, Size 29-30, Color 03
Left, Size 29-30, Color 04
Left, Size 29-30, Color 05
Left, Size 29-30, Color 06
Left, Size 29-30, Color 07
Left, Size 29-30, Color 08
Left, Size 29-30, Color 09
Left, Size 29-30, Color 10
Left, Size 29-30, Color 11
Left, Size 29-30, Color 12
Left, Size 29-30, Color 13
Left, Size 29-30, Color 14
Left, Size 29-30, Color 15
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EU-FORSAKRAN OM OVERENSSTAMMELSE
EC DECLARATION OF CONFORMITY

I enlighet med Annex IV -Férordning 20171745 om medicintekniska produkter
According to Annex IV - Regulation 20171745 on medical devices.

Tillverkare / Manufacturer Adress/ Address SRN
Embreis AB Tumstocksvagen 11 B SE-MF-000003023
187 66 Taby

Sverige/ Sweden

PRODUKT IDENTIFIKATION/ DEVICE IDENTIFICATION

Produktkategori/ Product Category Basic UDI Klassifikation/ Classification

Prosthetic Leg Covers 73401896371QY Klass | (Regel 1, 4.1, bilaga VIII)
Class | (Rule 1, 4.1 annex VIII)

Avsedd anvédndning/ Intended purpose

Ge protesben och protesfot ett mer kosmetiskt och naturligt utseende.
Give the prosthetic leg and foot a more cosmetic and lifelike apperence.

Produktnamn/ Name of the device

. eSkin Leg Cover
« eSkin Foot Cover

Artikelnummer/ Part number
Se bilaga 1 och 2/ See appendix 1 and 2

Vi intygar hdrmed under vart eget ansvar att ovanstaende We hereby declare under our sole responsibility that the medical
medicintekniska produkt(er) uppfyller de tilldmpliga kraven i EU- device(s) specified above meet the provision of the EU
férordning 2017/745 om medicintekniska produkter. Regulation MDR 2017/745 for medical devices.
Standards Applied

ISO 22523:2006 External limb prostheses and external orthoses- Requirements and test methods
ISO 14971:2019 Medical devices—Application of risk management to medical devices
ISO 13485:2016 Medical devices -- Quality management systems.

Ort och datum/ Place and date

Namnteckning/ Signature

Henrietta Z Hammarlund
Regulatory & Quality Manager

Embreis AB, Tumstocksvégen 11B | SE-187 66 Taby, Sweden | Phone +46 (0)8 401 621 00 | www.embreis.com
Dokument: EU-DOC-371QY Version: 2024-06-14-4
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Bilaga 1/ Appendix 1

Artikelnummer/ Part number Benamning/ Product name
E6S eSkin Leg Cover Standard Toe
E6T eSkin Leg Cover Split Toe

E6F eSkin Foot Cover

Embreis AB, Tumstocksvégen 11B | SE-187 66 Téaby, Sweden | Phone +46 (0)8 401 621 00 | www.embreis.com
Dokument: EU-DOC-371QY Version: 2024-06-14-4
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