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General

Product description | Cutimed® Siltec® Sorbact®/Cutimed® Siltec® Sorbact® Heel is a bacteria and fungi binding
wound dressing, based on Sorbact® Technology. It consists of a Sorbact® DACC™-coated
wound contact layer combined with an absorbent polyurethane foam that contains
superabsorbent stripes. The product absorbs and retains exudate. Cutimed® Siltec® Sorbact®/
Cutimed® Siltec® Sorbact® Heel prevents and treats wound infections and facilitates the
wound healing process. Sorbact® wound contact layer is shown to bind wound related
pathogens up to seven days in vitro.

Product range

REF No Size Units per folding box Folding box per shipper

72767-00 5x6cm Pcs 12 Pcs 10

72767-02 @ 4.5 cm Slitzed Pcs 12 Pcs 10

72767-03 @ 4.5cm Pcs 12 Pcs 10

72767-04 10x 10 cm Pcs 12 Pcs 10

72767-06 15x15cm Pcs 12 Pcs 10

72767-07 10 x 20 cm Pcs 12 Pcs 10

72767-08 20x 20 cm Pcs 6 Pcs 10

72767-11 5x6cm Pcs 10 Pcs 10

72767-12 @ 4.5 cm Slitzed Pcs 10 Pcs 10

72767-13 @ 4.5cm Pcs 10 Pcs 10

72767-15 10x 10 cm Pcs 10 Pcs 10

72767-16 15x15cm Pcs 10 Pcs 10

72767-17 10 x 20 cm Pcs 10 Pcs 10

72767-18 20x 20 cm Pcs 5 Pcs 10

72767-30 5x6cm Pcs 10 Pcs 10

72767-31 @ 4.5 cm Slitzed Pcs 10 Pcs 10

72767-32 @ 4.5cm Pcs 10 Pcs 10

72767-33 10x 10 cm Pcs 10 Pcs 10

72767-34 15x15cm Pcs 10 Pcs 10

72767-35 10 x 20 cm Pcs 10 Pcs 10
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Product range

Primary packaging

72767-36 20x 20 cm Pcs 5 Pcs 10
72767-39 5x6cm Pcs 10 Pcs 10
72767-40 @ 4.5 cm Slitzed Pcs 10 Pcs 10
72767-41 @ 4.5cm Pcs 10 Pcs 10
72767-42 10x10cm Pcs 10 Pcs 10
72767-43 15x15cm Pcs 10 Pcs 10
72767-44 10x 20 cm Pcs 10 Pcs 10
72767-45 20x 20 cm Pcs 5 Pcs 10
72767-10 16 x 24 cm Heel Pcs 6 Pcs 10
72767-20 16 x 24 cm Heel Pcs 5 Pcs 10
72767-38 16 x 24 cm Heel Pcs 5 Pcs 10
72767-47 16 x 24 cm Heel Pcs 5 Pcs 10
Material ‘
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Designation Description % Mean weight of final
product
Layer 1 Printed backing film Polyurethane film, printed 4%
Layer 2 Superabsorbent stripes Hydrocarbon resin with 12%
(excluded from ¢ 4.5 superabsorbent particles made | 6% (Heel)
cm) of sodium polyacrylate
Layer 3 Absorbent pad Polyurethane foam 7%
Layer 4 F ial Whi hetic th dhesive | 52,0 (Heel)
ayer use material ite synthetic thermoadhesive | g-o, (9 4.5 cm)
Layer 5 Bacteria and fungi binding layer | Green acetate fabric with 8%
permanently bound 9% (g 4.5 cm)
dialkylcarbamoyl chloride
(DACC)
Packaging ‘

Individual hot sealed paper/paper pouch

Secondary packaging

Cardboard box

Tertiary packaging

Well transport box
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Manufacturing and regulatory

Sterilization method

Ethylene oxide

Shelf life 3years

Storage conditions Keep dry and away from sunlight
Medical Device Class according to Ib

Annex VIII of MDR (2017/745)

Country of manufacture Germany

Certification

EN ISO 13485:2016

Key quality parameters

Characteristics

Measured value

Test Method

Free Swell absorptive capacity (FSC)

0.7 g/lcm?

EN 13726 Annex B

Fluid Handling Capacity (FHC)

2.2 glcm?/24h

Moisture Vapour Loss (MVL)

1.6 g/lcm?/24h

EN 13726 Annex E

Product/Packaging specifics

Package material: bleach method (chlorine, ECF, TCF)

Unbleached, ECF or TCF

-  Formaldehyde

- PFAS substances

- Bisphenol A

- PVC

- Methyl methacrylate
- Butyl acrylate

- Microplastics (<5mm)

- Nanoparticles

- Fragrance/perfume
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Package material (PVC or other halogen based plastic material) No

Addition of:
- Antimicrobial substance (e.g., silver) No
- Antibiotics No
- Chlorhexidine No
- Allergens or skin irritants No
- Natural rubber latex No
- Lanolin No
- Colophony and derivatives No
- Phthalates (e.g., DEHP, DINP, DIDP, BBP, DBP) No
- Triclosan No
- Triclocarban No

- CMR - Carcinogenic, Mutagenic and Reprotoxic substances | No
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- Recycled material — Product

- Recycled material — Packaging

¢ Cutimed®
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‘ Yes, in folding box and shipping box.
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