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Product data sheet

WIroSPADE

Manufacturer
Company + Address WIROS Wilfried Rosbach GmbH, Karl-Arnold-Str. 5, 47877 Willich, Germany
SRN DE-MF-000004956

Trademark

Authorisation

care & serve®

CH REP

Swiss AR Services AG, Industriestrasse 47, 6300 Zug, Switzerland

Product description

Category PREMIUM+

Product description care & serve® PREMIUM+ | wiroSPADE | Wooden tongue depressor
Smoothed | Rounded ends

Product features Smoothed

Material

Rounded ends

Material

Application

Birchwood

Intended use

Disposable wooden medical instrument to depress the tongue and expand the cheeks to get a better view of the oral cavity and throat.

Scope of application Pushing down the tongue to inspect the oral cavity

Folding back the cheeks to inspect the mucous membranes etc.

Application group Use is restricted to appropriately trained professionals.

Patient group

Wooden tongue depressors suitable for all patient groups.

Indication

Pushing down the tongue to inspect the oral cavity

Folding back the cheeks to inspect the mucous membranes etc.

Contraindication

Not suitable for use when treating immunocompromised patients or premature infants.

Non-sterile wood products should not be used for the collection, handling and processing of samples for microbiological testing, wound care or in intensive care units.

Notes on use

Disposable product
Not sterile

Limitation Natural material - Please carry out visual inspection before use.
Note All serious incidents directly related to this product must be reported to the manufacturer and the competent authorities.
Application areas Hospital | Old people’s home | inc. specialist circles

Medical practices
Laboratory

=

Cosmetics | Wellness | Beauty industry

Supplementary material ~ Latex-free

info
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CE marking

SRN
Basis UDI DI

VO (EU) 2023/988

Use

Instructions for use

Safety notice

Disposal

Shelf life

Storage

Traceability

Packaging

Recycling

www.wiros.de

WEB

Variant 1

Sales unit

Packaging level 1

Minimum order quantity

Item numbers

GTINs

Product data sheet

WIroSPADE

Class I medical device in accordance with EU 2017/745

DE-MF-000004956
4051642-wiroSPADE-EU

CE marking

The CE mark guarantees the free movement of products and goods within the European

Economic Community. All products with the CE mark comply with the essential requirements of the European regulations specified.

Regulation (EU) No 2023/988 on general product safety

Before use

Please ensure that the disposable tongue depressor has no chips or broken areas. Only use intact and unused disposable tongue depressors.

Use

Use the disposable tongue depressor to carefully fix and press on the patient's tongue. During use, make sure that the depressor is not inserted too far as doing so
could trigger a gag reflex. The disposable tongue depressor is then disposed of.

Natural material - check for chips and broken areas before use.

Unused and uncontaminated products can be incinerated in an environmentally friendly manner or disposed of at a waste disposal site. Contaminated products must

be disposed of in accordance with the national laws and regulations valid for the respective type of contamination.

5 years from the production date, if unused and stored correctly.

Keep out of direct sunlight.

Store in a dry place.

Incorrect storage can lead to a reduction in the shelf life.

Batch-related traceability from the determination of requirements to issuing.

Product data sheet Version 2 Valid from Batch 2617 +

Licensed in accordance with VerpackG (German Packaging Act), Licence number DE1618662887322.

Please recycle the packaging.

D

§VerpackG

https://www.wiros.de/shop/medizin-pflegebedarf/mundspatel/wirospade/

5000 Unit/Cardboard box

100 Unit/Polybag

1 Cardboard box

Item number

95800500

Item number

95800500

. Wilfried Rosbach GmbH

Wiros/

Colour
natural

Unit of Use
UDI
4051642003825

Size (Wx L)

=1,7x15cm

Packaging level 1
UDI
4051642003290

Packaging level 2
UDI

Tolerance

+2mm

Cardboard box
uDI
4051642503295

Produktdatenblatt | wiroSPADE | Version 2 | 03.04.2025

'Yy

wWww.wiros.de

8/101



N \SA VT Y/
’0‘& /“'}‘) (
2NYNWS
Ay

Sales unit

Packaging level 1

Minimum order quantity

Item numbers

GTINs

Product data sheet

Ny WIroOSPADE

5000 Unit/Cardboard box
100 Unit/Dispenser box

1 Cardboard box

Item number

95800600

Item number

95800600

Colour
natural

Unit of Use
UDI
4051642003832

Size (Wx L)
~1,7x15cm

Packaging level 1
UDI
4051642003306

The numerical data for the measurements, weights, thicknesses and tolerances are target values, and there may be some deviation.

The information represents the current state of our knowledge. It offers no guarantee of the product characteristics and does not form the basis of a contractual legal understanding. Please reconfirm any information that is older than 2 years.
Typographical and other errors excepted.

Packaging level 2

Tolerance

+2mm

Cardboard box
uDI
4051642503301

The product data sheets provided are the property of WIROS Wilfried Rosbach GmbH. WIROS Wilfried Roshach GmbH is the owner of all copyrights and rights of use and exploitation for the product data sheets. It is not permitted to change the product data sheets or to

use the pictograms. The product data sheets provided may only be used in conjunction with original WIROS products.
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