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288100 Mepilex Heel

Soft silicone foam dressings

Product details Digitally signed by Roibu Tatiana
Date: 2024.01.12 13:34:55 EET
Size : 13cm x 20cm Reason: MoldSign Signature

Location: Moldova

Descriptive feature : Foam, Non-border, Soft silicone

Sterile : Sterile
Brand : Mepilex
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Delivered items

288100-02

Sales released in: Argentina, Australia, Austria, Belgium, Bolivia (Plurinational State of), Brazil, Canada, Chile, China,
Colombia, Czechia, Denmark, Ecuador, Faroe Islands, Finland, Germany, Hong Kong, Hungary, India, Ireland, Italy,
Japan, Kazakhstan, Korea (the Republic of), Luxembourg, Malaysia, Mexico, Netherlands, New Zealand, Norway,
Peru, Poland, Portugal, Puerto Rico, Russian Federation, Singapore, South Africa, Spain, Sweden, Switzerland,
Thailand, United Kingdom of Great Britain and Northern Ireland, United States of America

Country of origin: Finland

Shelf life: 3 years

Sterilization method: EtO

Production Responsibility: Molnlycke Health Care Oy, PO Box 76, Saimaankatu 6, FI-50101 Mikkeli 10, Finland
Packing information: First packaging layer is a peel open sterile barrier, paper/plastic. Once opened the sterile barrier
cannot be closed again. Second layer is a cardboard dispenser box. Third layer is a corrugated board transport box.

Is suitable for Tray: No

Packing level Quantity GS1 Code / UDI- Width x Length x Vol Weight gross /
DI Height net

Piece 1 7332430680822
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Packing level Quantity GS1 Code / UDI- Width x Length x Vol Weight gross /
DI Height net
Consumer pack 1 7332430718785
Dispenser box 5 7323190271405
Transport box 25 7323190271399  228x387x230 mm 20.3 1.4/0.4 kg
dm3
Pallet 1750 7323190271382  800x1200x1872 mm
Material
Animal tissues : No
Human blood derivatives : No
Natural rubber latex : No
Medicinal substances : No
Phthalates : No
Polyvinyl chloride : No

Product Composition Non-bordered Foam Products

Backing material Polyurethane film
Wound pad Polyurethane foam
Wound contact layer Silicone

Protective release liner Polyethylene film

Product Performance Non-bordered Foam Products

Characteristics Test Method Internal Test Requirement Product
Method Performance

Free Swell Absorptive Capacity EN 13726-1 T-1069 g/100 cm? Not specified 77.9
part 3:2

Free Swell Absorptive Capacity EN 13726-1 T-1069 a/g Not specified 12.5
part 3:2

Fluid Handling Capacity EN 13726-1 T-1068 g/10 Not specified 33.07
part 3:3 cm?/24 h

Absorbency EN 13726-1 T-1068 g/10 Not specified 6.81
part 3:3 cm?/24 h

Moisture Vapour Transmission EN 13726-1 T-1068 g/10 Not specified 26.26

Rate (MVTR) part 3:3 cm?/24 h
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Characteristics Test Method Internal Test Unit Requirement Product
Method Performance
Waterproofness EN 13726-3 T-1083 Pass/Fail >500 mm H2O for Pass
300 s

Conformability-Extensibility, MD ~ EN 13726-4 T-1086 N/cm Not specified 1.3
Conformability-Extensibility, CD ~ EN 13726-4 T-1086 N/cm Not specified 1.0
Conformability-Permanent Set, EN 13726-4 T-1086 % Not specified 0.4

MD

Conformability-Permanent Set, EN 13726-4 T-1086 % Not specified 0.3

CD
Technical

Dimension

Dimension text Dimension value

Product 13 cmx 20 cm

Product 5inx8in

Classifications

Regulation type(s) MDD Class lIb CFR Class | Locally Regulated Locally Regulated
CE Certificate Number : CE 01965
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Regulation type(s) MDD Class lib CFR Class | Locally Regulated Locally Regulated

Intended use MDD : Mepilex is
intended for a
wide range of
exuding wounds
such as leg and
foot ulcers,
pressure ulcers
and traumatic
wounds, e.g. skin
tears and
secondary healing
wounds. Mepilex
can be used as a
protection of
compromised
and/or fragile skin
and may also be
used as part of a
prophylactic
therapy to help
prevent skin
damage, e.g.
pressure ulcers.

Intended Purpose : Mepilex is Mepilex is intended
intended for a for a wide range of
wide range of exuding wounds

exuding wounds  such as leg and
such as leg and foot ulcers,

foot ulcers, pressure ulcers
pressure ulcers and traumatic

and traumatic wounds, e.g. skin
wounds, e.g. skin  tears and

tears and secondary healing

secondary healing wounds. Mepilex
wounds. Mepilex  can be used as a
can be used asa protection of
protection of compromised
compromised and/or fragile skin
and/or fragile skin and may also be
and may also be  used as part of a
used as part of a  prophylactic

prophylactic therapy to help
therapy to help prevent skin
prevent skin damage, e.g.
damage, e.g. pressure ulcers.

pressure ulcers.

Conformity Annexes : I

Measuring Function : No
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