sorTuNe  EOD

.i SCHAUM  sortumne

Hiermit erklaren wir
We, the undersigned

SRN:
SRN:

EG-Konformitatserklarung gemaR Verordnung (EU) 2017/745 iber
Medizinprodukte

EC-Declaration of Conformity according to Regulation (EU) 2017/745 on
medical devices

SOFTLINE-Schaum GmbH & Co. KG
Lebbiner Weg 1
D-15859 Storkow (Mark)

DE-MF-000014549

in eigener Verantwortung, dass nachstehende Medizinprodukte, der
declare on our own authority that the referred medical devices below

Produktgruppe:
Product group:

Basis-UDI:
Basic UDI:

Klassifizierung nach
Anhang VIII:
Classification according
to ANNEX VIII:

Therapiesitzkissen Dekubitus
Therapy seat cushion decubitus

4056538SITO0TRW

Klasse 1

Class 1

der nachfolgenden Verordnung entsprechen
comply with the following regulation

gekennzeichnet durch:

Verordnung (EU) 2017/745 iiber Medizinprodukte

Regulation (EU) 2017/745 on medical devices

marked by:

gliltig bis: 25.05.2025

valid until:

Storkow, 27.03.2024 /

Holgéﬁ Frank Uhlig =
Verantwlortliche Person/PRRC Geschaftsfiihrung/Managing Director
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ANHANG
ANNEX

Geltungsbereich der Konformitatserklarung
Scope of Declaration of Conformity
Zweckbestimmung: Verhiitung und Behandlungsunterstiitzung von Dekubitus

Intended purpose: Prevention and treatment support of pressure ulcers during
clinical/ nursing treatment

Zusatzlich angewandte Standards:
Additional applied standards:

- DINEN ISO 13485:2016

Medizinprodukt Handelsname Artikelnummer UDI-DI
Medical Device Trade Name Article Number
CUBE FLEXi K35360 4056538002890
CUBE FLEXi K35432 4056538003057
CUBE FLEXi K35433 4056538003064
CUBE FLEXi K35434 4056538003071
CUBE FLEXi K35435 4056538003088
CUBE FLEXi K35436 4056538003095
CUBE FLEXi K35437 4056538003101
CUBE FLEXi K35438 4056538003118
CUBE FLEXi K35439 4056538003187
CUBE FLEXi K35440 4056538003125
CUBE FLEXi K35441 4056538003132
CUBE FLEXi K35442 4056538003149
CUBE FLEXi K35443 4056538003156
CUBE FLEXi K35444 4056538003163
CUBE FLEXi K35445 4056538003170
CUBE FLEXi K46788 4056538007192
CUBE FLEXi K46789 4056538007208
CUBE FLEXi K46790 4056538007246
CUBE FLEXi K46791 4056538007253
CUBE FLEXi K46792 4056538007260
CUBE FLEXi K46793 4056538007277
CUBE FLEXi K46794 4056538007284
CUBE FLEXi K46795 4056538007291
CUBE FLEXi K46796 4056538007307
CUBE FLEXi K46797 4056538007314
CUBE FLEXIi K46798 4056538007321
CUBE FLEXi K46799 4056538007338
CUBE FLEXi K46800 4056538007369
CUBE FLEXi K46801 4056538007352
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CUBE FLEXi K46802 4056538007345
CUBE GEL K31085 4056538002531
CUBE GEL K31086 4056538002548
CUBE GEL K31090 4056538002555
CUBE GEL K31094 4056538002678
CUBE GEL K31095 4056538002661
CUBE GEL K31096 4056538002654
CUBE GEL K31097 4056538002647
CUBE GEL K31098 4056538002630
CUBE GEL K31100 4056538002623
CUBE GEL K31101 4056538002616
CUBE GEL K31103 4056538002593
CUBE GEL K31104 4056538002586
CUBE GEL K31105 4056538002579
CUBE GEL K31136 4056538002814
CUBE GEL K31137 4056538002821
CUBE GEL K35943 4056538003538
CUBE GEL K35944 4056538003545
CUBE GEL K35945 4056538003552
CUBE GEL K35946 4056538003576
CUBE GEL K35947 4056538003583
CUBE GEL K35948 4056538003590
CUBE GEL K35949 4056538003606
CUBE GEL K35950 4056538003613
CUBE GEL K35951 4056538003620
CUBE GEL K35952 4056538003637
CUBE GEL K35953 : 4056538003644
CUBE GEL K35954 4056538003651
CUBE GEL K35955 4056538003668
CUBE GEL K35956 4056538003675
CUBE GEL K35957 4056538003569
CUBE GEL S0-K37613 4056538007451
CUBE GEL S0-K37660 4056538007185
CUBE GEL S0-K38638 4056538006539
CUBE GEL S0-K39109 4056538006591
CUBE GEL S0-K39740 4056538007178
CUBE GEL S0-K39996 4056538005396
CUBE GEL S0-K40883 4056538005372
CUBE GEL S0-K41501 4056538005525
CUBE GEL S0-K41921 4056538007468
CUBE GEL S0-K41934 4056538005389
CUBE GEL S0-K41969 4056538007239
CUBE GEL S0-K42068 4056538006584
CUBE GEL S0-K42084 4056538005358
CUBE GEL S0-K42404 4056538008199
CUBE GEL S0-K42889 4056538005815
CUBE GEL S0-K43038 4056538005518
CUBE GEL S0-K43150 4056538007505
CUBE GEL S0-K43316 4056538007512

SOFTLINE-Schaum GmbH & Co. KG * Lebbiner Weg 1 + D-15859 Storkow (Mark)
Telefon: +49 (0)33678 - 40 77 00 - E-Mail: info@softline-schaum.de - Web: www.softline-schaum.de



sortune  CG@D  EG-Konformitatserkldrung gemal Verordnung (EU) 2017/745 liber
a SCHAUM  sorrune  Medizinprodukte
EC-Declaration of Conformity according to Regulation (EU) 2017/745 on

medical devices
CUBE GEL S0-K47771 4056538007598
CUBE GEL S0-K43875 4056538005334
CUBE GEL S0-K43899 4056538005327
CUBE GEL S0-K43901 4056538005310
CUBE GEL S0-K43962 4056538005341
CUBE GEL S0-K44198 4056538005419
CUBE GEL S0-K44527 4056538005754
CUBE GEL S0-K44589 4056538006157
CUBE GEL S0-K44788 4056538006317
CUBE GEL S0-K46211 4056538006928
CUBE GEL S0-K46234 4056538007062
CUBE GEL S0-K46259 4056538007093
CUBE GEL S0-K46450 4056538007147
CUBE GEL S0-K46725 4056538007161
CUBE GEL S0-K47348 4056538007475
CUBE GEL S0-K47373 4056538007444
CUBE GEL S0-K47725 4056538007567
CUBE GEL S0-K47733 4056538007574
CUBE GEL S0-K47914 4056538007628
CUBE VISCO K35327 4056538002883
CUBE VISCO K35385 4056538002906
CUBE VISCO K35386 4056538002913
CUBE VISCO K35387 4056538002937
CUBE VISCO K35388 4056538002920
CUBE VISCO K35389 4056538002944
CUBE VISCO K35390 4056538002951
CUBE VISCO K35391 4056538002968
CUBE VISCO K35392 4056538002975
CUBE VISCO K35393 4056538002982
CUBE VISCO K35394 4056538002999
CUBE VISCO K35396 4056538003002
CUBE VISCO K35398 4056538003033
CUBE VISCO K35399 4056538003026
CUBE VISCO K35400 4056538003019
CUBE VISCO S0-K40477 4056538005808
VISCOLUX K17556 4056538999121
VISCOLUX K17557 4056538998841
VISCOLUX K19442 4056538998957
VISCOLUX K19444 4056538994058
VISCOLUX K19445 4056538999015
VISCOLUX K19446 4056538991347
VISCOLUX K19447 4056538998452
VISCOLUX K20216 4056538998735
VISCOLUX K21481 4056538998889
VISCOLUX K21482 4056538999787
VISCOLUX K21483 4056538991804
VISCOLUX K21484 4056538998940
VISCOLUX K24574 4056538991316
VISCOLUX K24576 4056538991309
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VISCOLUX K24578 4056538991293
VISCOLUX K24580 4056538991286
VISCOLUX K25061 4056538000247
VISCOLUX K25062 4056538000254
VISCOLUX K25063 4056538000261
VISCOLUX K25064 4056538000278
VISCOLUX K25070 4056538000285
VISCOLUX K25071 4056538000292
VISCOLUX S0-K35591 4056538005778
VISCOLUX S0-K35592 4056538005785
VISCOLUX S0-K35593 4056538005792
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