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CE Technical Documentation

Cotton Tipped Applicators

Product Name: Cotton Tipped Applicators

Scope:It is mainly used in protecting, disinfecting skin mucous membranes and cleaning wounds.

Product classification: medical equipment/disposable medical supplies
The product is classified as Class I* according to Rule 5 of MDD93/42/EEC Annex IX.

RULE 5 VERDICT
All invasive devices with respect to body orifices, other than surgically
invasive devices and which are not intended for connection to an active
medical device or which are intended for connection to an active medical
device in Class I:

Class I*

Specifications: wooden sticks/PP sticks/bamboo sticks and so on

Product performance and structure:
The product is mainly composed of absorbent cotton ball and wooden cotton bar, its packing is

PE or paper-plastic packaging, sterilization treatment, and after various performance testing
qualified, supply for use in medical units. The product is used as a sterile product after sterilization
and should be destroyed after use.

The product is mainly consists of cotton wool ball and wooden cotton club.

Instructions:
1. A medical staff decides to use a q-tip before using it;
2. Check the package without damage before use and confirm whether it is within the validity
period;
3. Open the small package,when using, twist the cotton swab and press the cotton swab on the
wound to the wound.
4. The product can only be used at once, and can not be used repeatedly

Disinfection method: ethylene oxide gas disinfection.
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Disinfection period: Three years from the date of disinfection of the packaging.

Use method:
1. The product needs to be operated by a trained physician;
2. Follow the hospital's medical specifications and product instructions when used;
3. This product is only used for one-time use, should be used immediately after opening the
package, and should be destroyed after use.

Packing: Mainly paper-plastic bag

Warning:
1. Use this product at one time and do not reuse it;
2. Package damaged, do not use;
3. Pay attention to the sterilization failure period on the packaging bag, which is not allowed to be
used.

Storage requirements:
This product should be stored in the relative humidity less than 80%, no corrosive gas, good
ventilation, dry, cool clean indoor, avoid extrusion.

Manufacturer:
YANGZHOU WUYANG MEDICAL EQUIPMENT CO., LTD.
Tongda Road, Touqiao Town, Yangzhou 225109, China
Tel.: 86-514-87481431 15152749638 Fax: 86-514-87480500
mail: alex@wuyangmedical.com
Contact Person: Mona Chen

EU Authorizing Representative:
SUNGO Europe B.V.
Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan den IJssel, The Netherlands

Notified Body:
TÜV Rheinland LGA Products GmbH
Tillystraße 2, 90431 Nürnberg, Deutschland
Identification no.: 0197
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