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min. 3 cm;
11/4 inches







50°-100° C
122°-212° F

8.
% /250 ml (8,5 fl oz)

50°-100° C
122°-212°F

11.

50°-100° C
122°-212° F

70 % Ethanol ()10 min

or
70 % Isopropylalcohol ()10 min
or

3% Hydrogenpevoxide 60 min




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.

Patents and trademarks

Provox”is a registered trademark owned by Atos Medical
AB, Sweden. Provox® Vega™ is a trademark of Atos Medical
AB. For information about protective rights (e.g. patents),
please refer to our web page www.atosmedical.com/patents

Compatible Products; Saderigie izstradajumi;

Provox Vega

Provox Vega XtraSeal
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ENGLISH

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 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.

1.3 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 at least 3 cm (1 1/4 inches) and check for damages.
If the device shows any signs of damage the device shall
be discarded (Fig. 1).

2. Rinse the device in water (Fig. 2).

3. Insert Provox Vega Plug into the lumen of the prosthesis
by using Provox Brush (Fig. 2-4).

4. Ensure proper position by gently pulling the strap (Fig. 6)

2.2 Cleaning and disinfection

Clean and disinfect the device after each use. Only use

drinking water to clean and rinse the device.

1. Rinse the device in water (Fig. 7).

2. Place the device in water-based mild soap solution for
15 minutes (Fig. 8).

2. Rub the device between your fingers for 15 seconds (Fig. 9).

3. Rinse the device in water (Fig. 10).

4. Disinfect the device (Fig. 11) with one of the following
methods:

+ Ethanol 70% for 10 minutes

Isopropylalcohol 70% for 10 minutes

* Hydrogenperoxide 3% for 60 minutes

5. Let the device dry at least for 2 hours or until it looks
dry (Fig. 12).



CAUTION: DO NOT clean or disinfect by any other method
as this might cause device damage and injury.

If 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.

Do not use Provox Vega Plug until it is completely

dry. Inhalation of disinfectant fumes can cause severe
coughing and irritation of the airways.

Provox Vega Plug shall be cleaned and disinfected before
each use to avoid risk of contamination. Provox Vega Plug
is for single patient use only, reuse between patients may
cause cross contamination.

During hospitalization it is important to clean and disinfect
Provox Vega Plug immediately after use and again just
before use due to an increased risk of infection and device
contamination. Use sterile water for rinsing, rather than
drinking water.

2.3 Device lifetime and disposal

Provox Vega Plug may be used for a maximum period of
12 months. If the device shows any signs of damage it shall
be replaced earlier. Always follow medical practice and
national requirements regarding biohazard when disposing
of a used medical device.

2.4 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.



LATVISKI

1. Aprakstosa informacija

1.1. Paredzétais lietojums

Provox Vega Plug (aizbaznis) ir paredz&ts Provox Vega balss
protézes iek§gja limena noslégsanai un lidz ar to gan gaisa,
gan $kidruma noplades partrauksanai caur balss protézi.

1.2. lerices apraksts

Provox Vega Plug ir pirmas palidzibas instruments, ar ko
1slaicigi apturét nopliidi caur Provox Vega balss protézi.
Terice tiek ievietota Provox Vega balss protézes atvéruma,
Iidz ar to blokgjot jebkadu nopludi caur varstuli.

1.3. Piesardzibas pasakumi

Provox Vega Plug ir paredzgts lietoSanai vienam pacientam.
Atkartota lietoSana citam pacientam var izraisit savstarp&ju
piesarnosanos.

2. Lietosanas noradijumi

2 1. Darba instrukcija
. Pirms katras lietosanas reizes parbaudiet ierices integritati,

pavelkot siksnu vismaz 3 cm (1 1/4 collas) un parbaudiet,
vai nav bojajumu. Ja iericei ir bojajumu pazimes, ta ir
jaizmet (1. attéls).

2. lIzskalojiet ierici Gdent (2. att€ls).

3. Ievietojiet Provox Vega Plug protézes limena, izmantojot
Provox birsti (2—4. attéls).

4. Parliecinieties, ka pozicija ir pareiza, viegli pavelkot
siksnu (6. att€ls)

2.2. Tirisana un dezinfekcija

Péc katras lietoSanas reizes iztiriet un dezinficgjiet ierici.

Terices tirTSanai un skalosanai izmantojiet tikai dzeramo Gideni.

1. Izskalojiet ierici ident (7. att€ls).

2. Uz 15 minatém ievietojiet ierici maiga ziepjudens $kiduma
(8. att€ls).

2. 15 sekundes paberzgjiet ierici starp pirkstiem (9. att€ls).

3. Izskalojiet ierici iideni (10. att&ls).

4. Dezinficgjiet ierici (11. attls), izmantojot kadu no talak
noraditajam metodem:

* 70% etanols, 10 minites

* 70% izopropilspirts, 10 mindites

3% tudenraza peroksids, 60 miniites

5. Laujiet iericei nozit vismaz 2 stundas vai lidz ta izskatas
sausa (12. attéls).
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UZMANIBU! Tiri$anai un dezinficéSanai NEIZMANTOJIET
citas metodes, jo tas var izraisit ierices bojajumus un traumas.
Ja Provox Vega Plug izskatas netirs vai ir Zuvis vieta, kura
pastav piesarnojuma risks, ierice pirms lietoSanas ir gan
jatira, gan jadezinfice.

Neizmantojiet Provox Vega Plug, kamér ierice nav pilniba
nozuvusi. Ieelpojot dezinfekcijas lidzeklu izgarojumus, var
rasties specigs klepus un elpcelu kairindjums.

Provox Vega Plug pirms katras lieto$anas reizes janotira un
jadezinficg, lai izvairTtos no inficéSanas riska. Provox Vega
Plug ir paredz&ts tikai vienam pacientam,; atkartota lietoSana
vairakiem pacientiem var izraisit savstarp&ju piesarnojumu.
Hospitalizacijas laika ir svarigi tirTt un dezinficét Provox Vega
Plug uzreiz p&c lietoSanas un vélreiz tiesi pirms lietosanas,
jo ir palielinats infekcijas un ierices piesarnojuma risks.
Skalosanai izmantojiet sterilu tideni, nevis

dzeramo tGdeni.

2.3. lerices darbmiizs un izmesana

Terici Provox Vega Plug var lietot ne ilgak ka 12 méneSus.
Jaiericei ir bojajumu pazimes, ta janomaina atrak. Vienmer
ieverojiet arstu prakses un valsts prasibas attieciba uz
biologisko bistamibu, izmetot lietotu medicinisku ierici.

2.4.Zinosana

Nemiet vera, ka par jebkuru butisku starpgadijumu, kas
radies saistiba ar ierici, jazino razotdjam un valsts iestadei
valsti, kura dzivo lietotajs un/vai pacients.



11



wl

Manufacturer; Razotajs

2

Date of manufacture; RazoSanas datums

)

Use-by date; Deriguma termins

LOT

Batch code; Partijas kods

Product reference number; Produkta atsauces
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Non-sterile; Nesterils

2

o

0 not re-use; Neizmantot atkartoti

STERILE m

Sterilized using ethylene oxide; Sterilizéts,
izmantojot etilénoksidu

®

Do not use if package is damaged; Neizmantot,
ja iepakojums ir bojats
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Keep away from sunlight and keep dry;
Sargat no saules stariem un mitruma

e

Storage temperature limit; Uzglabasanas
temperatiiras ierobezojums

":,—MAX
NHN.-"’I R
Store at room temperature. Temporary deviations
within the temperature range (max-min)
are allowed; Uzglabat istabas temperatiira.
Ir pielaujamas Tslaicigas novirzes temperatiiras
diapazona ietvaros (min.—maks.)

AT

Caution, consult instructions for use;
Uzmanibu! Izlasiet lieto§anas noradijumus

Medical Device; Mediciniska ierice

(I

Instructions for use; LietoSanas noradijumi

Q)

Single Patient — multiple use; Vienam pacientam —
vairakkartéjai lietosanai
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