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Foliodress® cap Comfort, non-sterile

General Product Description/Intended Purpose

Foliodress® cap Comfort are non-sterile, single-use surgical caps for short-term use by healthcare professionals
and trained lay-users in operating theatres and other clinical environments to support the reduction of particle
transmission between user and patient during invasive and non-invasive procedures or other medical settings
with similar requirements.

Foliodress® caps are surgical caps worn in the clinical environment. The products are available in different
variants, cuts and sizes according to the performance of the caps and physique of the user.

A Foliodress® cap Comfort generally consists of a main garment body made of coloured Polypropylene spunbound
or coloured viscose non-woven. Part of the Foliodress caps Comfort is equipped with a sweat-absorbing cellulose
material.

Foliodress® cap Comfort are qualified as medical devices of risk class | (non-sterile) according to EU directive MDR
(Medical Device Regulation) 2017/745 and are carrying a CE mark.

The safety and effectiveness of the products Foliodress cap Comfort and Foliodress cap Universal, manufactured
by Paul Hartmann AG, has been demonstrated as required by the Medical Device Regulation (EU) 2017/745 of
the European Parliament.

The devices are compliant with the General Safety and Performance Requirement.
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Application/Indication

Vienkartinés
Foliodress® cap Comfort are non-sterile, single-use surgical caps for short-term use by healthcare professionals in
operating theatres and other clinical environments to support the reduction of particle transmission between
user and patient during invasive and non-invasive procedures or other medical settings with similar requirements.

Catalogue Numbers

Foliodress® Pieces/ Folding Folding  Box/
cap Comfort box Transport
A
A
A
R
—Form 992 464 auga-green 100 6
Rondo Plus 992 467 auga-green 100 6
3 Kepuré  Form Plus 992 468 auga-green 60 6
su juosta
prakaitui Helmet 992 469 auga-green 40 6
Bandana 992 477 auga-green 100 6
Dina
R
R ained after design risk

Contra-Indications: not known

Undesirable Side Effects: not known

nesukelia alergijy
Non-sterile Device

Non-sterile device! Use in line with the intended purpose!
Single Use Device

Reusing a single-use medical device is dangerous. Reprocessing devices, in order to reuse them, may seriously damage
their integrity and their performance. Information available on request.
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Material Characteristics

Components - Foliodress® cap Comfort

Material Viscose with binder, 25 g/m?
Sweatband material 70% Rayon, 30% Polyester fiber, 50 g/m?2
Elastic threads free of natural rubber latex

Polyester yarn and spandex filament

Viskozeés, be latekso, su juosta prakaitui, krastas su gumele
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Product overview

Foliodress® cap Comfort — Astro

helmet-shaped, full protection caps covering the complete head and neck area; with seamed chin ties [mm]

Description

Length of straps 715
Width of straps 50

Foliodress® cap Comfort — Astro Plus

helmet-shaped, full protection caps covering the complete head and neck area; with seamed chin ties and integrated sweatband
[mm]

Description
Length of straps 715 \\
Width of straps 50
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Foliodress® cap Comfort — Apart
with especially designed reinforced forehead area and tie-bands, especially for longer hair [mm]

Description

Side piece

Length of straps 200
Width of straps 40

Foliodress® cap Comfort — Rondo

round shape, with double reinforced layer construction on both sides, only for wearers with short hair

Foliodress® cap Comfort — Rondo Plus
round shape, with elastic threads in the neck, especially sutibale for wearers with longer hair
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Foliodress® cap Comfort — Form
with especially designed neck part with elastic threads, especially sutibale for longer hair

QOOIDO00D0oE

Foliodress® cap Comfort — Form Plus
with especially designed neck part with elastic threads,especially sutibale for longer hair with sweatband around the head

priglunda prie kaktos,

su pakaito juosta,
virSugalvis pralaidus orui,
dengia plaukuotg galvos dalj.

Foliodress® cap Comfort — Helmet

helmet-shaped, full protection caps covering the complete head, neck and shoulder area; with seamed chin ties and integrated
sweatband [mm]

Description
Side piece
Length 580
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Foliodress® cap Comfort — Bandana
fancy triangle shaped shawl with ties in the neck, only for short hair

Foliodress® cap Comfort — Dino

with especially designed reinforced forehead area and tie-bands, especially for longer hair
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