PROVOX Flush
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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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Intended Use

Provox Flush is intended to be used to flush drinking water
or air through the inner lumen of a Provox voice prosthesis
for cleaning purposes. The Provox Flush is intended for
both home and clinical use by patient or clinician.

Overall Description and Product Composition

(G B4R FR)

Provox Voice Prosthesis is composed of Silicone,
Polyvinylidene Fluoride (PVDF) and Silicone adhesive.
The insertion system in the Provox Vega Puncture Set is
composed of MethylMethacrylate Acrylonitrile Butadiene
Styrene (MABS), stainless steel, Thermoplastic
Styrene-Ethylene/Butylene-Styrene (TPS-SEBS),
polypropylene (PP), Polyvinylidene Fluoride (PVDF).
The insertion system in the Provox Vega and Provox Vega
XtraSeal is composed of Polypropylene (PP), colorant,
and Silicone oil.

Provox Flush in the Provox Accessories is composed of
Silicone, Polypropylene (PP) and blue masterbatch; Provox
Vega Plug in the Provox Accessories is made of Silicone.
Provox Voice Prosthesis and its set are sterilized by ethylene
oxide. The product is for single use.

The Provox accessories are non-sterile products.

The shelf life of package sterilization is 5 years.

Contraindications
None.

Warnings

* The flush is only recommended for patients with sufficient
manual dexterity, acceptable vision and satisfactory
cognitive ability.




Description of the Device

* Provox Flush is intended to be used to flush drinking
water or air through the inner lumen of a Provox voice
prosthesis for cleaning purposes.

* The Provox Flush is intended for both home and clinical
use by patient or clinician.

Precaution

* The device is intended for single patient use only. Reuse
in another patient may cause cross contamination.

Instructions for Use
For instructions how to use the device, see fig. 1-8.

Cleaning and Disinfection

Clean the Provox Flush after each use according to fig. 9-11.
Do not use any water other than drinking water to clean
and rinse the device.

Disinfect the Provox Flush at least once a day (fig. 12) with
one of the following methods:

+ Ethanol 70% for 10 minutes
* Isopropylalcohol 70% for 10 minutes
» Hydrogenperoxide 3% for 60 minutes

Caution: Do not clean or disinfect by any other method as
this might cause product damage and injury.

If the Provox Flush looks dirty or has air dried in an area
with a risk of contamination the device should be both
cleaned and disinfected before use. A risk of contamination
could exist if the device has been dropped on the floor or if
it has been in contact with a pet, someone with a respiratory
infection, or any other gross contamination.
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During hospitalization it is important to both clean and
disinfect the Provox Flush after use but also before use since
there is an increased risk of infection and contamination.
In a hospital it is better to use sterile water for cleaning
and rinsing, rather than drinking water.

Disposal

Always follow medical practice and national requirements
regarding biohazard when disposing of a used medical
device.

Product Model
Model
8109-18

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

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.

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



Production Date and Validity

Please see the label for the production date; the shelf life
of product is 5 years.

Registration Certificate Number of Medical

Devices

Certificate number of medical devices: E#E#H
20223130609

Technical Requirements for Medical Devices

Technical requirement number for medical devices: (=4
E3#20223130609

Edition of Instruction for Use
Article number: 11703, Edition date: 2024-06-04

Registration and Manufacturer Company

Atos Medical AB

Registration & Manufacturer location: Kraftgatan 8§,
SE-242 35 Horby, Sweden

Registration & Manufacturer contact: +46 (0)415 198 00
* info@atosmedical.com

Production location: Kraftgatan 8, SE-242 35 Horby, Sweden
Country of origin: Sweden
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Manufacturer; Fl&E 5
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Date of manufacture; 4 7= B Hf
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Use-by date; fEFAHARR
LOT
Batch code; #7113

Product reference number; F=fRdR S

Non-sterile; RN E
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Keep away from sunlight and keep dry; AR, 1HPf
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Storage temperature limit; 775 E PR
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Store at room temperature. Temporary deviations within the
rt_f_sﬂrpgerature range (max-min) are allowe

lowed;
R TER. AFREEEA (R5-=1K) WERRE.

oy
)
Single Patient - multiple use; H—1i[ B& Z R {EF

Medical Device; BEJT 251

(19

Instructions for use; A HEE+

A

Caution, consult instructions for use; 245, 2#MERIRBEH

UK
CA

UK Conformity Assessed (UKCA) marking;
HEESEITE ( UKCA ) 77,

UK Responsible Person

Atos Medical UK Ltd Tottle Road
Cartwright House

Nottingham

Nottinghamshire NG2 1RT
England United Kingdom
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Cce

Indicates that the product is in compliance with European legis-
lation for medical devices; S:E Triman fr&FM 2 EER

FR
& g
Triman symbol and Infotri for France;

SEE Triman iREM2EELR;

Recycling guidelines; [E1WIEFE;

XXXXX, NN
YYYY-MM-DD

XXXXX, NN = Reference number, Version number;
BERS IRAS

YYYY-MM-DD = Date of issue; &% HEA
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Atos Medical AB
Kraftgatan 8, SE-242 35 Hérby, Sweden
Tel: +46 (0)415198 00 ¢ info@atosmedical.com

Atos and the Atos logo are trademarks of Coloplast A/S.
© 2024 Coloplast A/S. All rights reserved.



