Technical Data Sheet

Cotton Buds

General Product Description/Intended Purpose

Intended Purpose:

Cotton buds are non-invasive, non-sterile devices for cleaning and disinfection of skin and mouth, consist out of a
formed cotton head and a stick made of polypropylene.

The product are suitable for oral and personal hygiene for the application of liquid substances (e.g. emulsions,
ointments, disinfectants) on the ntact skin or mucosal membranes.

Cotton buds can be applied by lay person as well as healthcare professionals for transient use. The products are
for single use only but a new device can be applied indefinitely

Cotton buds can be used in a home care environment and professional healthcare facilities.

Application/Indication
Cotton buds are indicated for cleaning and disinfection of skin and mouth.

Reference Numbers*

967939/8 P50

*the full assortment may not be available in all countries

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. Reuse of the product could lead to microbiological contamination and/or mild
infections of the skin.

Product disposal

To minimize the risk of potential infection hazards, or environmental pollution, disposable components of Cotton Buds
should follow disposal procedures according to applicable and local laws, rules, regulations and infection prevention
standards.

Incident Reporting

For a patient/user/third party in the European Union and in countries with identical regulatory regime (Regulation
2017/745/EU on Medical Devices); if, during the use of this device or as a result of its use, a serious incident has occurred,
please report it to the manufacturer and/or its authorised representative and to your national authority.
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Technical Data Sheet

Cotton Buds

Product performance characteristics

Length [mm] * 145
Diameter of cotton head* [mm] 11
Weight [g] ** 1,24

* 42 % tolerance

** +10 % tolerance

Material characteristics

PP Stick Polypropylen 100
Cottor'1 100
Ezztdon O.rgamc Cotton 100
Viscose 100
Cott
otton 90/10

wool/Microfibre

Product characteristics

* +2 % tolerance
** + 8 % tolerance

Labelling

9-digit LOT-code
e.g.: 900207114

LOT X

year of
production
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CP-C2.2-01, Annex 17, Version 1

XXX XX

Nr. of calender
production week
order

Cotton Buds - 2020-03-05

XX X

plant refrence digit
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Technical Data Sheet

Cotton Buds

Manufacturing date

e.g.: w 2019 12 08

year month day
Expiry date
e.g.: g 2024 12 08
year month day

Shelf life: 5 years

Medical Device

Keep dry

CE-marking

ce

Do not reuse

@

Latest date of revision: 2020-03-05
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