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Foam dressing without border

Instructions for Use

Product description

Foam dressing without border is a highly absorbent dressing. It consists of a
polyurethane foam and a waterproof backing film with high permeability to allow
for an effective exudate management of moderate to highly exuding wounds,
and provides a moist wound healing environment to promote wound healing.

Intended purpose
Foam dressing without border is a wound dressing that absorbs wound exudate
and provides a moist wound healing environment to promote wound healing.

Intended user
The product shall be used by or under the supervision of a healthcare
professional.

Function principle
Through an excellent exudate management, foam dressing without border
creates a moist wound environment for optimal wound healing to take place.

Indications

Foam dressing without border is designed for the management of moderate to
heavily exuding wounds such as leg ulcers and pressure sores. Throat foam
dressing without border mainly for exudate absorption at the tracheostomy site.

Intended patient population

Patient who has the indications: moderate to heavily exuding wounds such as
leg ulcers and pressure sores. Throat foam dressing without border mainly for
exudate absorption at the tracheostomy site.

Contraindications

1. Do not use product in the event of symptomatic fungal infection.

2. Do not use on the patients with a known hypersensitivity to the product itself
or to its components.

Adverse reaction
Very occasionally, there will be some potential risks associated with the use of
foam dressing with the following:

- Adverse reactions (eczema, edema, erythema, erosion etc.)

- Wound infections
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- Risk of maceration (fluid leakage)
- Risk of skin peel

Instructions for use

_/l\_ II
First step:

Clean the wound area, hands and instruments in accordance with normal
procedures. Ensure the peri-wound skin is dry.

Second step:
Select a size of foam dressing without border enough to overlap the wound
edges by at least 2 - 3 cm. If necessary, cut to shape.

Third step:
Gently apply the wound contact side which without polyurethane film directly on
the wound site.

Fourth step:

Foam dressing without border may be secured by any secondary the clinician
prefers roll gauze, elastic or cohesive wraps, film dressing, tubular soft cloth
surgical tape. These dressings should be large enough to cover the foam
dressing.

Note:

The dressing change interval may be several days. Change the dressing
before it is fully saturated, at signs of leakage, or as indicated by clinical practice.
The same product cannot be used for more than 7 days, continuous use can
not be more than 30 days.

Warnings

1) Do not reuse. Reusing will cause cross-contamination.

2) Do not use if package is damaged or opened.

3) Do not use it together with oxidizing agents such as hypochlorite solutions
or hydrogen peroxide.

4) For non-sterilized products, sterilize before use.

Storage and transport conditions

1. Foam dressing without border should be stored in warehouse under normal
room condition, temperature and humidity of room will not be specified
strictly but require cool and dry. Direct sunlight shall be avoided.
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2. The transportation should be to prevent the weight, sun and rain and rain
Dripping.

Disposal
Disposal should be handled according to local environment procedures.

Other informations

1. Patients can undergo an MRI scan while using this dressing.

2. If have any serious incident that has occurred in relation to the device,
please reported to the manufacturer and the competent authority

“ Winner Medical Co., Ltd.

Winner Industrial Park, No. 660 Bulong Road, Longhua New District, Shenzhen, China

ec | Rer | Shanghai International Holding Corp. GmbH (Europe) c € 0123

Eiffestral’e 80, 20537 Hamburg, Germany

The meaning of the symbols used:

Symbol Meaning
Manufacturer
c € CE marking
0123
EC |[REP Authorised representative

& Date of manufacture

Use-by date
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LOT Batch code

HEF Catalogue number

M D Medical device

|STEHI_E R Sterilized using irradiation

@ Do not use if package is damaged

T T This side up

—_— i — .
,/.\I\ Keep away from sunlight

Keep dry

Do not re-use

Consult instructions for use

Caution

Not contain natural rubber latex
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