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1. General Product Description

RespoSorb® Super is a sterile absorbent pad, made of soft cellulose fibers (fluff) blended with Superabsorber
(= fluid storing Polymer); enclosed in a cellulosic tissue layer for secretion distribution; covered on the back side
by an hydrophobic honwoven, being water-repellent and permeable to air; and on the wound side by a non-
adherent and hydrophilic nonwoven. The back side is characterized by green colour.

RespoSorb® Super carries the CE mark according to EU directive 93/42/EEC for medical devices.

The product is classified as a class Ilb medical device.

A conformity assessment has been performed for RespoSorb® Super and it has been shown to be in compliance
with all applicable requirements of the above mentioned directive.

The safe use of RespoSorb® Super, therefore, is ensured if the product is used in line with the intended purpose.

2. Application / Indication

Indication:
RespoSorb® Super is especially suitable for the treatment of superficial, severely exuding acute or chronic
wounds.

Application:

Place RespoSorb® Super with the white side on the wound so that the green nonwoven layer faces away from
the wound.

The product cannot be cut to size.

3. Presentations

Products are packed individually in sterile peel-packs.

Size (cm x cm) | Products/box | Boxes/carton | Cartons/pallet
10x10 10 6 88
10x20 10 6 64
15x20 10 6 42
20x25 10 6 28
20x40 10 5 24
4. Product Characteristics
Material:

- Wound side Hydrophilic nonwoven PA/Viscose (55/45%)

- Absorbent core Hydrophilic cellulose fibers + Superabsorbent Polymer (SAP)

- Tissue Hydrophilic cellulose

- Backing Hydrophobic nonwoven 100% PP
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Schematic view:
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Cellulose + SAP HYDROPHILIC NONWOVEN
Wound side PA/Viscose

Sterilization Ethylen Oxide (EO) according to NF EN I1ISO 11135-1

5. Product Requirements

Absorbency Minimum 140g/100cm? of absorbent core surface, EN 13726-1 (chap 3.2)
Dimensions
Format (cmxcm) 10x10 | 10x20 | 15x20 | 20x25 | 20x40
Absorbent pad length (cm) 10 20 20 25 40
Absorbent pad width (cm) 10 10 15 20 20
Tolerance (mm) 5 5 5 5 5
6. Labelling
Lot-No. With 9+6 digit code:
X XXX XX XX | X XX X X XX
Year |Internal order |Charge of |plant | Control digit week |day |shift | machine
number sterilization
Expiry date: Year Month
Example: 2 2018 06
Shelf life: 3 Years
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7. Packaging

RespoSorb® Super is individually packed in paper-paper peel-pouches (all sizes excepted 20x40) or in paper-film
blister (size 20x40). These packaging are placed in folding boxes and transport carton according to DIN, sealed
with adhesive tapes and packed onto Europallet.

Date: 05/04/2018
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Page 3 of 3

This document is the property of PAUL HARTMANN AG. Transmission to third parties or unauthorized copying not permitted.




