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Max use 12 months
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“ min. 3 cm;
11/4 inches

The original length is 11/4 inches (about 7 centimeters).
Pull the strap at least 3 centimeters. If there is any
breakage, please discard it.
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50-100 °C
122-212°F

2. Rinse the insertion end of the device.
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3. Secure Provox Vega Plug by using Provox Brush.
FiProvox Brushi& & RIIFEFEE

4. Insert Provox Vega Plug into the lumen
of the prosthesis
B RS EHENNIL



5. Remove Provox Brush.
#E&Provox Brushi&Eml

6. Pull the end of the plug and slightly to
remove the Plug.
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24 /250 ml (8,5 fl oz)

Dishsoap

‘
50°-100° C
122°-212° F

7. Two drops of mild soap
adding to 250ml water for
soaking and cleaning.
2B EIEA250
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8. Take out the
device after 15 mins.

1573 $h/EERH

9. Rinse the device inY
water
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70 % Ethanol ()10 min

or

70% Isopropylalcohol ( )10 min
or

3% Hydrogenpemxide 60 min

10. Let the device dry
BRF

11. Soak in 70% ethanol for 10 minutes, or soak in 70%

isopropanol for 10 minutes, or soak in 3% hydrogen
peroxide solution for 60 minutes.
70%MZER B0 5, HE70%HIZREZRE0 5, 1
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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. Descriptive Information

1.1 Intended use

Provox Vega Plug is intended to seal the inner lumen of
Provox Vega voice prosthesis and therefore stop leakage
of both air and fluids through the voice prosthesis.

1.2 Overall description and product
composition (4519 K2 £HFR)

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, Polyamide (PA66) and
epoxy glue, 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.

1.3 CONTRAINDICATIONS

None.
1.4 WARNINGS

None.

1.5 Description of the device

Provox Vega Plug is a first-aid tool for temporarily
stopping leakage through a Provox Vega voice prosthesis.
The device is inserted into the opening of the Provox
Vega voice prosthesis and hence blocking any leakage
through the valve.
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1.6 Precaution

Provox Vega Plug is intended for single patient use.
Reuse in another patient may cause cross contamination.

2. Instructions for use

2.1 Operation instruction

Check device integrity prior to each use by pulling the
strap see fig. 1.
For instructions on how to use the product, please see fig. 2-6.

2.2 Cleaning and disinfection

Clean the Provox Vega Plug after each use, or if it is changed
during use according to Fig. 7-10.

Fig. 8; Rub the device between your fingers for 15 seconds.

DO NOT use any water other than drinking water to clean
and rinse the device.

Disinfect the Provox Vega Plug at least once a day if it
is removed (Fig. 11) 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 Vega Plug 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.

During hospitalization it is important to both clean and
disinfect the Provox Vega Plug 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.

2.3 Disposal

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



3. Product model

4, Storage conditions

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

5. 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.

6. 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

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

8. Registration certificate number of

medical devices

Certificate number of medical devices: [El#7E
20223130609
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9. Technical requirements for medical

devices

Technical requirement number for medical devices:
B 5#20223130609

10. Edition of Instruction for Use
Article number: 11704, Edition date: 2026-03-19.

11. 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; fill3& @
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Date of manufacture; 4 7= H A

=

Use-by date; fEFIHAMR

LOT
Batch code; XX

Product reference number; F=fa4R S

Non-sterile; RAKEA

o
)
Single Patient - multiple use; ft—1i & 28 ;

PP
/. T

Keep away from sunlight and keep dry; 1HRS, HIH
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Storage temperature limit; &% 5 E PR
".:.MAX
RT

MIN-§

Store at room temperature. Temporary deviations
within the temperature range (max-min) are al-

lowed; R MFHL AFREEEN (RS-&
1(%) BVE B RE.

ANEH

Caution, consult instructions for use; 245, &)

fERIHAS
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Instructions for use; A HEE+

Medical Device; BEJ7 251
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