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Disclaimer

Atos Medical offers no warranty - neither expressed nor implied - to the purchaser
hereunder as to the lifetime of the product delivered, which may vary with
individual use and biological conditions. Furthermore, Atos Medical offers no
warranty of merchantability or fitness of the product for any particular purpose.

Due to local Chinese requirements, the text in the Intended use paragraph and the
Overall description and product composition paragraph are not translated verbatim.
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1. Intended Use

Provox Adhesives are single use devices intended for laryngectomized patients
breathing through a tracheostoma. The devices are attached to the skin around
the tracheostoma in order to provide attachment of components of the Provox
HME System.

2. Overall Description and Product Composition

Provox Adhesives consist of a baseplate with an adaptor, adhesive tape and
peeloff liner. The devices are made of polymer materials and are non-sterile.
The devices can be used together with Provox HMEs, Provox Shower Aid or
Provox Baseplate Adaptor. When used, the adhesive is attached on intact skin
around the tracheostoma. After application a Provox HME, Provox Shower
Aid or a Provox Baseplate Adaptor can be attached to the adhesive adaptor, see
instruction for use section.

3. Description of the Device

Provox Adhesives are adhesives for everyday use, they are designed to ensure
an airtight attachment for the Provox HME system components. The adhesives
consist of an adapter and an adhesive part with peel-off liners.

Provox FlexiDerm is a soft, flexible and acrylic based adhesive with strong
adhesive properties.

Provox XtraBase is an acrylic based adhesive with strong adhesive properties. It has
a concave base which can be especially suitable for somewhat deep tracheostomas.
Provox StabiliBase is an acrylic based adhesive with strong adhesive properties.
It has a firm base with vertical stabilizing bars that provides support to the
tracheostoma during speech. The design of the StabiliBase adapter can be especially
suitable for deep tracheostomas. The peel-off liner is divided into three sections
to facilitate application to the skin.

Provox OptiDerm is made of a hydrocolloid material that is suitable for
sensitive skin. For example, dependent on clinical suitability and continued
tolerance, it can be used postoperatively and during and after radiotherapy.
The hydrocolloid material is commonly used in wound care and one if its
main characteristics is that it absorbs wound fluids. When the material has
absorbed fluids it becomes white and depending on the amount of secretions
it can become jelly-like and it will no longer stick to the skin. Please note that
the material may also absorb mucus coming from the stoma, and therefore it
remains very important to always wipe and clear the mucus away from your
adhesive and stoma area after you cough.




4, Contraindications

None.

5.Warnings

¢ Do not use Provox FlexiDerm, Provox StabiliBase or Provox XtraBase
directly after laryngectomy.

* The use of Provox Adhesives need to be assessed both on an individual basis
and reviewed regularly through the course of radiotherapy treatment.

* Reuse will affect performance and may cause transfer of micro-organisms
leading to infections.

* Only use Provox Adhesives with compatible HMEs and accessories.

6. Precautions

¢ The adhesive may irritate the skin. Stop using the adhesive if skin irritation
develops and consult your clinician.

¢ When cleaning the skin from residual glue, prevent particles/fluids from
entering the tracheostoma.

e When using OptiDerm in the postoperative period or on sensitive skin,
it should be removed very slowly and carefully.

7.How to Use

Prepare

Inspect that the adhesive is not damaged or has tears in the adhesive or around
the base plate. Always clean the skin with a Provox Cleaning Towel and/or soap
and water and let the skin dry before applying the adhesive.

Apply

If needed, you can apply skin protection products, like Provox Skin Barrier or
adhesive supporting products such as Provox Silicone Glue (read the Instructions
for Use accompanying the product). For guidance on how to apply, see figures
1.1-1.8and2.1-2.4.

Remove

Peel the adhesive off gently, using the finger lift tab. An adhesive remover, e.g.
Provox Adhesive Remover (read the Instructions for Use accompanying the
product), may be helpful for removing adhesives. Always clean the skin with a
Provox Cleaning Towel and/or soap and water after removal. Dry the area carefully.



8. Product model

9. Storage conditions

Store the product dry and away from sunlight at room temperature. Excursions
permitted between 2°C - 42°C.

10. Manufacturer and filing company

Filing & Manufacturer company: Atos Medical AB
Filing & Manufacturer location: Kraftgatan 8, SE-242 35 Horby, Sweden
Filing & Manufacturer contact: +46 (0415 198 00 « info@atosmedical.com

Production location: Kraftgatan 8, SE-242 35 Horby, Sweden

Country of origin: Sweden

11. Edition of Instruction for Use
Article number: 11617, Edition date: 2024-09-04.

12. Disposal

Always follow medical practice and national requirements regarding
biohazards when disposing of a used medical device.
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13. Reporting

Please note that any serious incident that has occurred in relation to the device
shall be reported to the manufacturer and the national authority of the country in
which the user and/or patient resides.

14. Legal Agent and After-sales service information

Coloplast (China) Medical Devices Ltd.

Address: Unit1301-1306, 13th Floor, Building 1, No.5
Lido Huayuan Road, Chaoyang District,

Beijing

Agent contact information:

Tel: 010-5920 1888

Fax: 010-5920 1898

Coloplast Customer Service Hotline

Hotline: 400 700 7668

Website: www.coloplast.com.cn

15. Production date and validity

Please see the label for the production date; the shelf life of product is 3 years.

16. Filing certificate number of medical devices
Filing certificate number of medical devices: Eli##& 20230011

17. Technical requirements for medical devices
Technical requirement number for medical devices: E## 20230011
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UK Responsible Person

Atos Medical UK Ltd Tottle Road

Cartwright House

Nottingham

Nottinghamshire NG2 1RT
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