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70 % Ethanol 10 min
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70 % Isopropylalcohol 10 min
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3 % Hydrogenperoxide 60 min
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Prescription information

CAUTION: United States Federal law restricts this device to sale, distribution
and use by or on order of a physician or a licensed practitioner. The availability
of this product without prescription outside the United States may vary from
country to country.

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.
LaryTube™ and LaryClip™ are trademarks of Atos Medical AB.

For information about protective rights (e.g. patents), please refer to our web
page www.atosmedical.com/patents.
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ENGLISH

1. Descriptive information

1.1 Intended use
The Provox LaryTube is a holder for devices in the Provox HME System intended
for vocal and pulmonary rehabilitation after total laryngectomy.

For patients with a shrinking tracheostoma it is also used to maintain the
tracheostoma for breathing.

The Provox LaryTube is intended for single patient use.

1.2 CONTRAINDICATIONS

Provox LaryTube is not intended to be used by patients that:
« are under any form of mechanical ventilation.
* have damaged tracheal or tracheostoma tissue.

1.3 Description of the device
The Provox LaryTube is a tube made of medical grade silicone rubber. The
purpose of the device is to create a comfortable and airtight fit between the
Provox LaryTube and the tracheostoma, and also to provide attachment for
devices from the Provox HME System.

They are delivered single packed, non-sterile.

There are 3 models: Standard, Fenestrated and with Ring (Fig. 1).

The Standard model and the Ring version can be fenestrated so that air can go
through the voice prosthesis for voice prosthesis users. The holes are punched
by using the Provox Fenestration Punch according to the Instructions for Use
accompanying the Provox Fenestration Punch, see ordering information.

Standard versions (Fig. 1a) — made for use with or without a voice prosthesis.
Can be attached with a Provox TubeHolder or Provox LaryClips.

Fenestrated versions (Fig. 1b) — For voice prosthesis users.
Can be attached with a Provox TubeHolder or Provox LaryClips.

Ring versions (Fig. 1c) — made for use with or without a voice prosthesis.
Can only be attached with a Provox Adhesive.

The different parts of the Provox LaryTube are (Fig. 1d-i):
d) Tube
¢) Shield (conical)



f) HME and Accessory Holder
g) Wings
h) Ring for adhesive connection

i)
1

Fenestration holes

.4 WARNINGS

DO NOT reuse a used Provox LaryTube in another patient. The device is
intended for single patient use only. Reuse in another patient may cause cross
contamination.

DO NOT use lubricating gels if the patient has allergies related to these
substances.

DO ensure that the patient has been trained in the use of the device. The
patient should demonstrate the ability to understand and consistently follow
the Instructions for Use without clinician supervision.

.5 PRECAUTIONS

Always use a Provox LaryTube of an appropriate size. If the Provox
LaryTube is too wide, too narrow, too long or too short it may cause tissue
damage, bleeding or irritation. In addition, it may be harder to produce
voice, because the LaryTube may obstruct the voice prosthesis. Inserting,
removing and pressing on the HME Cassette may exert pressure on the voice
prosthesis if the Provox LaryTube is not sized appropriately. A LaryTube
that is too narrow may cause the stoma to shrink.

DO NOT use force during insertion. Always insert and remove the Provox
LaryTube according to the instructions below. If the product is pushed too
far into trachea it may obstruct breathing. The use of force during insertion
may cause tissue damage, bleeding or irritation and accidental dislodgement
of the voice prosthesis and/or XtraFlange if used.

If fenestration is necessary, make sure that it is done with the Provox
Fenestration Punch. This will ensure that the holes are small and smooth.
Fenestration holes that are too large may cause dislodgement of the voice
prosthesis or XtraFlange. Fenestration holes with sharp edges may cause
formation of granulation tissue. Make sure that no silicone residues are left
in the holes or lumen of the LaryTube after fenestration.

DO NOT use a dirty or contaminated Provox LaryTube. Clean and disinfect
the device according to the cleaning and disinfection instructions below.
DO NOT use a damaged device since this might cause aspiration of small
parts or cause formation of granulation tissue.

Only use water-soluble lubricants. Oil-based lubricants (e.g., Vaseline) may
weaken, damage, or destroy the product and should not be used.

Carefully monitor the tracheostoma tissue during radiation therapy. Stop
using the device if the stoma gets irritated or starts to bleed.



« Patients with bleeding disorders or patients on anticoagulants should not use
the device if it causes bleeding that re-occurs.

* Stop using the device if granulation tissue forms in the tracheostoma.

* DO NOT clean the device while inside the stoma since this could cause
tissue damage. Always remove the device from the stoma before cleaning.

2. Instructions for use
2.1 Preparation

Choosing correct size

Diameter: The Provox LaryTubes are available in 4 different diameters, 8, 9,
10 and 12. Measure the size of the tracheostoma (largest diameter) with a ruler
and fit the Provox LaryTube accordingly. In irregularly shaped tracheostomas,
it may be difficult to achieve an airtight fit.

Length: The Provox LaryTubes are available in 3 different lengths, 27, 36
and 55 mm.

To help choose the size(s) of LaryTube to prescribe to the patient, the clinician
can use a Provox LaryTube Sizer Kit. The Sizer Kit contains samples (“sizers”)
of commercially available Provox LaryTubes.

CAUTION: During fitting always make sure that the LaryTube does not catch
on to the tracheal flange of the voice prosthesis (Fig. 3).

Preparing for insertion
Before first use check that you have the correct size and that the package is not
damaged or opened. Do not use otherwise.

Make sure that your hands are thoroughly clean and dry before placing them
in the area of the stoma or handling the Provox LaryTube and/or accessories.

Have a mirror and sufficient light to illuminate the stoma.

Always carefully inspect the Provox LaryTube BEFORE EACH USE (i.e.
before insertion), and ensure that it is undamaged and shows no signs of tears,
cracks, or crusts. If you detect any damage, do not use the product, and obtain
areplacement.

Before insertion, rinse the device with drinking water to remove any
disinfectant residues (Fig. 2). Make sure that you only insert clean devices.
In a hospital setting it is better to use sterile water rather than drinking water.

If needed, lightly lubricate the Tube with a small amount of water-soluble
lubricant. The following water-soluble lubricants are recommended for use
with the Provox LaryTube:

+ KYJelly”
* SurgiLube"
+ Xylocaine"/(lidocaine)



CAUTION: Only use water-soluble lubricants. Oil-based lubricants (e.g.,
Vaseline) may weaken, damage, or destroy the product and should not be
used at any time.

Make sure that you do not lubricate the HME Holder, HME Cassette or
any accessory which is to be held by the Provox LaryTube. This may lead to
accidental detachment.

2.2 Operating instruction

Insertion (Fig. 3):

Provox LaryTube Standard and Fenestrated:

Gently insert the Provox LaryTube directly into the tracheostoma. Attach these
tubes with either Provox LaryClip or Provox TubeHolder (Fig. 4b-c).

Provox LaryTube with Ring:
Attach a Provox Adhesive and then gently insert the Provox LaryTube through
the adhesive into the tracheostoma (Fig. 4a).

Make sure that the adhesive is centered properly so that the LaryTube does
not press on the sides of the stoma.

Insert the Provox HME System component into the HME Holder.
NOTE: Some patients might experience more coughing after inserting the
LaryTube for the first time or when occluding the HME to speak. This usually
diminishes as the user adjusts to the device. If discomfort persists the LaryTube
should be removed.

Device removal

1. Hold the Provox LaryTube in place and remove the Provox HME System
component from the tube (Fig. 5).
2. Remove the Provox LaryTube from the stoma.

NOTE: Insertion and/or removal of the LaryTube may occasionally cause
some slight bleeding, irritation or coughing. Inform your clinician if these
symptoms persist.

2.3 Cleaning and disinfection
CAUTION: DO NOT clean the device while inside the stoma. This can cause
injury. Always remove the device from the stoma before cleaning.

Clean the Provox LaryTube after each use. Do not use any water other than
drinking water to clean and rinse the device.

CAUTION: Be careful not to burn your fingers in the warm cleaning water.
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Rinse the Provox LaryTube in drinking water (Fig. 6a).

Place the Provox LaryTube in non-oil based dish soap (Fig. 6b).

Clean the inside of the tube with the Provox TubeBrush (Fig. 6¢, 6h).

If a fenestrated tube is used the holes should be cleaned with a Provox
Brush, see ordering information (Fig. 6d, 6h).

Rinse the Provox LaryTube in drinking water (Fig. 6¢).

Disinfect the Provox LaryTube at least once a day (Fig. 6f) with one of
the following methods:

* Ethanol 70% for 10 minutes

« Isopropylalcohol 70% for 10 minutes

* Hydrogenperoxide 3% for 60 minutes

=

IS

CAUTION: Do not use the device until it is completely dry (Fig. 6g). Inhalation
of disinfectant fumes can cause severe coughing and irritation of the airways.

If the Provox LaryTube 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
LaryTube 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.

CAUTION: Do not clean or disinfect by any other method than described
above as this might cause product damage and patient injury.

2.4 Storage instructions

When not in use, clean and disinfect the device as described above and then
store the Provox LaryTube in a clean and dry container at room temperature.
Protect from direct sunlight.

2.5 Device lifetime

The Provox LaryTube may be used for a maximum period of 6 months. If the
device shows any signs of damage it shall be replaced earlier.

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

2.7 Accessories

CAUTION: Use only original components. Other accessories may cause
product damage and/or malfunction.
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Some of the devices that can be used with the Provox LaryTube are:

* Provox HME Cassettes (Heat and Moisture Exchangers)

* Provox FreeHands HME, for speaking without manual stoma occlusion.

¢ Provox ShowerAid that can help to prevent water from entering the
LaryTube during showering.

* A Provox TubeHolder or Provox LaryClips can be used for additional
support to prevent the Provox LaryTube from falling out of the stoma.

» For Provox LaryTube with Ring a Provox Adhesive is used as attachment
and keeping the LaryTube in place.

Please see ordering information for different accessories available.

3. Troubleshooting information

Bleeding of the stoma

Stop using the device. After the tracheostoma is healed gradually try to increase
the duration of time when using the device. If even short periods of time cause
bleeding or if the bleeding persists after removal of the device, stop using it
and consult your clinician.

Rapid shrinking of the stoma

If you are wearing the Provox LaryTube because of a rapidly shrinking
tracheostoma, discuss with your clinician the possibility of having two devices
(of the same size). This would allow you to remove the Provox LaryTube
from your stoma and replace it immediately with a clean one. Cleaning of the
removed device can then be done after you have inserted the clean LaryTube.

Stoma enlarges during use

If your tracheostoma enlarges after using the LaryTube, ask your clinician if
it is possible for you to use two devices (one with a smaller diameter and one
with a larger diameter). This allows you to use the larger size LaryTube when
the tracheostoma has enlarged, and the smaller size LaryTube to allow the
tracheostoma to shrink. It may be necessary to discontinue use of the Tube
during the night, so that the tracheostoma can shrink. In that case, discuss
alternative options to attach the HME Cassette with your clinician so that you
can continue HME Cassette use during the night.
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4. Additional information
4.1 Compatibility with MRI Examination

MR-Safe: This device does not contain any metallic elements and has no
potential for interaction with the MRI field.

4.2 Ordering information
See end of this Instructions for Use.

4.3 User assistance information

For additional help or information please see back cover of this Instruction for
Use for contact information.

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



LATVIESU

1. Aprakstosa informacija

1.1. Paredzétais lietojums
Provox LaryTube ir Provox HME System iericu turétajs, kas paredzéts balss
un plausu rehabilitacijai p&c pilnas laringektomijas.

Pacientiem ar sariikoSu traheostomu ierici izmanto ari, lai saglabatu
traheostomu elposanai.

Ierice Provox LaryTube ir paredzéta lietoSanai vienam pacientam.

1.2. KONTRINDIKACIJAS

Ierici Provox LaryTube nav paredzgts lietot pacientiem, kuri:
« sanem jebkada veida mehanisku ventilaciju;
 ir ar bojatiem trahejas vai traheostomas audiem.

1.3. lerices apraksts
Provox LaryTube ir caurulite, kas izgatavota no mediciniskas silikona
gumijas. lerices mérkis ir izveidot &rtu un hermétisku savienojumu starp ierici
Provox LaryTube un traheostomu, ka arT nodrosinat stiprinajumu Provox HME
System iericem.

Terices tiek piegadatas pa vienai katra iepakojuma, un ierices ir nesterilas.

Ir pieejami 3 iericu modeli: standarta, ar atverém un ar gredzenu (1. attgls).

Standarta modeli un versiju ar gredzenu var aprikot ar atverém, lai balss protézé
varétu ieklut gaiss. Caurumus izveido, izmantojot ierici Provox Fenestration
Punch atbilstosi ierices Provox Fenestration Punch komplektacija ieklautajiem
lietoSanas noradijumiem (skatiet pasttisanas informaciju).

Standarta versijas (1.a att.) — paredz&tas lietoSanai ar balss protézi vai bez tas.
Var pievienot, izmantojot Provox TubeHolder vai Provox LaryClip.

Versijas ar atverém (1.b att.) — paredzétas balss protézu lietotajiem.
Var pievienot, izmantojot Provox TubeHolder vai Provox LaryClip.

Versijas ar gredzenu (1.c att.) — paredz&tas lictoSanai ar balss protézi vai bez tas.
Var pievienot tikai ar Provox Adhesive.

Talak noraditas ierices Provox LaryTube dalas (1.d—i att.).
d) Caurulite
e) Vairogs (konusveida)
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f) HME un piederumu turétajs
g) Sparni

h) Gredzens limes savienojumam
i) Atveres

1.4. BRIDINAJUMI

NEIZMANTOJIET lietotu ierici Provox LaryTube citam pacientam. lerice
paredz@ta tikai vienam pacientam. Atkartota lietosana citam pacientam var
izraisit savstarp&ju piesarnosanos.

NEIZMANTOJIET lubrikacijas gelus, ja pacientam ir ar $im vielam
saistita alergija.

NODROSINIET, ka pacients ir apmacits ierices lietoSana. Pacientam
japierada sp€ja izprast un konsekventi ievérot lietoSanas noradijumus bez
arsta uzraudzibas.

1.5. PIESARDZIBAS PASAKUMI

Vienm@r izmantojiet atbilstosa izméra ierici Provox LaryTube. Ja ierice
Provox LaryTube ir parak plata, parak Saura, parak gara vai parak isa, ta var
izraisit audu bojajumus, asinoSanu vai kairinajumu. Turklat pacienta runa var
bt apgritinata, jo ierice LaryTube var blokét balss protézi. Ja ierices Provox
LaryTube izm@rs nav pareizi izvel&ts, ievietojot, iznemot HME kaseti un tai
piespiezot, var rasties spiediens uz balss protézi. Parak Saura ierice LaryTube
var izraisit stomas saSaurinasanos.

NEIEVIETOJIET ierici ar speku. Ievietojiet un izpemiet ierici Provox
LaryTube, ievérojot talak sniegtos noradfjumus. Ja izstradajumu iestumsit
parak dzili traheja, tas var traucét elposanu. Ja ievietoSanas laika pielietosit
speku, var rasties audu bojajumi, asino$ana vai kairinajums, ka ar netisa balss
prot€zes un/vai ierices XtraFlange (ja ta tiek izmantota) izkustéSanas no vietas.
Ja ir nepiecieSams izveidot atveres, tas javeic, izmantojot ierici Provox
Fenestration Punch. Tadgjadi atveres biis mazas un gludas. Parak lielas
atveres var izraisit balss protézes vai XtraFlange izkust€Sanos. Atveres ar
asam malam var izraisit granul&jo$u audu veidoSanos. P&c atveru izveidosanas
parliecinieties, vai ierices LaryTube atver€s vai limena nav silikona atlieku.
NELIETOJIET netiru vai piesarpotu ierici Provox LaryTube. Notiriet un
dezinficgjiet ierici saskana ar talak sniegtajiem tiriSanas un dezinfekcijas
noradijumiem.

NELIETOJIET bojatu ierici, jo tas var izraisit stku detalu aspiraciju vai
granul&josu audu veidosanos.

Izmantojiet tikai Gdeni $kistoSus lubrikantus. Lubrikanti uz ellas bazes
(pieméram, vazelins) var padarit izstradajumu neizturigu, to sabojat vai
iznicinat, un Sos lubrikantus nedrikst lietot.

Riipigi uzraugiet traheostomas audus staru terapijas laika. Partrauciet lietot
ierici, ja stoma tiek kairinata vai sak asinot.
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< Pacienti ar asino$anas trauc€jumiem vai pacienti, kuri lieto antikoagulantus,
nedrikst lietot ierici, ja ta izraisa atkartotu asinoSanu.

« Partrauciet ierices lietoSanu, ja traheostoma veidojas granulg&josi audi.

« NETIRIET ierici, kas atrodas stoma, jo tas var izraisit audu bojajumus.
Pirms tiriSanas obligati iznemiet ierici no stomas.

2. Lietosanas noradijumi
2.1. Sagatavosana

Pareiza izméra izvéle

Diametrs. lerices Provox LaryTube ir pieejamas ar 4 dazadiem diametriem —
8,9, 10 un 12. Ar linealu nosakiet traheostomas izméru (lielako diametru) un
izvelieties atbilsto§u Provox LaryTube izmé&ru. Traheostomam ar neregularu
formu var bt griti panakt hermé&tisku savienojumu.

Garums. lerices Provox LaryTube ir pieejamas 3 dazados garumos — 27,
36 un 55 mm.

Lai palidz&tu izvéléties pacientam izrakstamo(-os) LaryTube izmé&ru(-us),
arsts var izmantot ierici Provox LaryTube Sizer Kit. Iericg Sizer Kit ir ietverti
tirgt pieejamo iericu Provox LaryTube paraugi.

UZMANIBU! Pielaikosanas laika obligati parliecinieties, vai ierice LaryTube
neaizkeras aiz balss protézes trahejas atloka (3. att.).

Sagatavosanas ievietosanai
Pirms pirmas lietoSanas reizes parliecinieties, vai ir sagadats pareizais ierices
izmérs un iepakojums nav bojats vai atvérts. Pret&ja gadijuma nelietojiet ierici.

Gadajiet, lai rokas biitu pilnigi tiras un sausas — tikai p&c tam varat tas novietot
stomas apvidi vai veikt darbibas ar ierici Provox LaryTube un/vai piederumiem.

Nodrosiniet spoguli un pietickamu apgaismojumu, lai apgaismotu stomu.
Obligati rupigi parbaudiet ierici Provox LaryTube PIRMS KATRAS
LIETOSANAS REIZES (pirms ievieto$anas) un parliecinieties, vai ierice
nav bojata un uz tas virsmas nav plisumu, plaisu vai krevelu. Ja konstat&jat
jebkadus bojajumus, nelietojiet izstradajumu un nomainiet to.

Pirms ievieto$anas ierici noskalojiet ar dzeramo tdeni, lai nonemtu
dezinfekcijas 1idzeklu atlikumus (2. att.). Ievietot drikst tikai tiras ierices.
Slimnica tiri$anai un skaloSanai ir icteicams izmantot sterilu ideni, nevis
dzeramo tideni.

Ja nepiecieSams, nedaudz ieellojiet cauruliti ar nelielu daudzumu tGdent
§kistoSa lubrikanta. Talak noraditi Gdeni skistosi lubrikanti, kurus ieteicams
izmantot kopa ar ierici Provox LaryTube.

+ KY Jelly”
« SurgiLube”
« Xylocaine"/(lidokaTns)
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UZMANIBU! Izmantojiet tikai fidenT $kisto3us lubrikantus. Lubrikanti uz ellas
bazes (piem&ram, vazelins) var padarit izstradajumu neizturigu, to sabojat vai
iznicinat, un Sos lubrikantus nekada gadijuma nedrikst lietot.

Neuzklajiet lubrikantus uz HME turétaja, HME kasetes vai jebkura
piederuma, kas balstisies uz ierices Provox LaryTube. Sada riciba var izraisit
netiSu atdaliSanos.

2.2, Darba instrukcija

levietosana (3. att.).

Provox LaryTube standarta versija un versija ar atverém.

Uzmanigi ievietojiet ierici Provox LaryTube tiesi traheostoma. Pievienojiet
caurulites, izmantojot ierici Provox LaryClip vai Provox TubeHolder (4.b—c att.).

Provox LaryTube ar gredzenu.
Pievienojiet Provox Adhesive un uzmanigi ievietojiet ierici Provox LaryTube
caur ITmes kartu traheostoma (4.a att.).

Limes iericei ir jabut pareizi centrétai, lai ierice LaryTube nespiestu uz
stomas saniem.

Ievietojiet Provox HME System sastavdalu HME turétaja.
PIEZIME. DaZiem pacientiem péc LaryTube pirmas ievieto$anas vai péc
HME aizvérsanas, lai runatu, var pastiprinaties klepus. ST paradiba parasti
mazinas, kad lietotajs pierod pie ierices. Ja diskomforts saglabajas, ierice
LaryTube ir jaiznem.

lerices iznemsana

1. Turiet ierici Provox LaryTube vieta un iznemiet Provox HME System
sastavdalu no caurulites (5. att.).

2. Iznemiet ierici Provox LaryTube no stomas.

PIEZIME. LaryTube ievieto$ana un/vai iznems$ana dazkart var izraisit
nelielu asino$anu, kairinajumu vai klepu. Ja Sos simptomus neizdodas novérst,
informgjiet arstu.

2.3.Tirisana un dezinfekcija
UZMANIBU! NETIRIET ierici, kamér ta atrodas stomas ick3pusé. Tas var
izraisit traumas. Pirms tiriSanas obligati iznemiet ierici no stomas.

Notiriet ierici Provox LaryTube p&c katras lietoSanas reizes. lerices tiriSanai
un skalo$anai nedrikst izmantot Gideni, kas nav dzeramais tidens.

UZMANIBU! levérojiet piesardzibu, lai neapdedzinatu pirkstus siltaja
tIriSanas fidenT.

1. Noskalojiet ierici Provox LaryTube dzeramaja tident (6.a att.).

2. levietojiet ierici Provox LaryTube trauku mazgaSanai paredzeta ziepju

§kiduma, kas nav veidots uz ellas bazes (6.b att.).
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Iztiriet caurulites iekSpusi ar ierici Provox TubeBrush (6.c, 6.h att.).

4. Jaizmantojat cauruliti ar atverém, tas jatira ar ierici Provox Brush (birstite),
skatiet pasiitiSanas informaciju (6.d, 6.h att.).

5. Noskalojiet ierici Provox LaryTube dzeramaja tidenT (6.¢ att.).

6. Dezinficgjiet ierici Provox LaryTube ne retak ka reizi diena (6.f att.),

izmantojot kadu no talak noraditajam metodem.

* 70% etanola 10 miniites

* 70% izopropilspirta 10 miniites

* 3% tdenraza peroksida 60 mintes

UZMANIBU! Neizmantojiet ierici, kamér ta nav pilniba nozuvusi (6.g att.).
Ieelpojot dezinfekcijas 1idzeklu izgarojumus, var rasties spécigs klepus un
elpcelu kairinajums.

Ja ierice Provox LaryTube izskatas netira vai ir nozuvusi vieta, kur pastav
piesarnojuma risks, ierice pirms lietoSanas ir gan jatira, gan jadezinfice. Var
pastavet piesarnojuma risks, ja ierice ir bijusi nomesta uz gridas vai ja ta ir
bijusi saskaré ar majdzivnieku, kadu ar elpcelu infekciju vai kadu citu liela
mgeroga piesarnojumu.

Hospitalizacijas laika ir svarigi gan tirit, gan dezinficét ierici Provox LaryTube
ne tikai p&c lictoSanas, bet arT pirms lictoSanas, jo pastav palielinats infekcijas
un piesarnojuma risks. Slimnica tTriSanai un skaloSanai labak ir izmantot sterilu
tdeni, nevis dzeramo tdeni.

UZMANIBU! Neizmantojiet tirisanas un dezinfekcijas metodes, kas nav
aprakstitas ieprieks, jo tas var izraisit izstradajuma bojajumus un pacienta
traumas.

2.4. Glabasanas noradijumi

Kad ierice netiek lietota, notiriet un dezinficgjiet to, ka aprakstits ieprieks,
un péc tam glabajiet ierici Provox LaryTube tira un sausa konteinera istabas
temperatiira. Sargajiet no tieSiem saules stariem.

2.5. lerices kalposanas laiks
lerici Provox LaryTube var lietot ne ilgak ka 6 ménesus. Ja iericei ir bojajumu
pazimes, ta janomaina atrak.

2.6.1zmesana

Vienm@r ievérojiet arstu prakses un valsts prasibas attieciba uz biologisko
bistamibu, izmetot lictotu medicinisku ierici.
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2.7. Piederumi
UZMANIBU! Izmantojiet tikai originalas sastavdalas. Citi piederumi var
izraisit izstradajuma bojajumus un/vai darbibas traucgjumus.

Talak noraditas dazas ierices, kuras var izmantot kopa ar ierici Provox LaryTube.

* Provox HME kasetes (siltuma un mitruma maini)

* Provox FreeHands HME, kas nodrosina runu bez manualas stomas okliizijas.

» Provox ShowerAid, kas var palidzet noverst idens ieklasanu iericg LaryTube
dusas laika.

 Varat izmantot ierici Provox TubeHolder vai Provox LaryClip, lai nodrosinatu
papildu atbalstu un novérstu Provox LaryTube izkri$anu no stomas.

* lericei Provox LaryTube ar gredzenu Provox Adhesive izmanto ka stiprindgjumu
ierices LaryTube fiksacijai.

Skatiet pasiitiSanas informaciju par dazadiem pieejamiem piederumiem.

3. Informacija par problému novérsanu

Stomas asinosana

Partrauciet ierices lieto§anu. P&c traheostomas sadzi$anas pakapeniski méginiet
palielinat ierices lieto$anas ilgumu. Ja pat p&c Tslaicigas lietoSanas rodas
asino§ana vai asino$ana saglabajas arT p&c ierices nonemsanas, partrauciet
tas lietoSanu un sazinieties ar arstu.

Stomas strauja samazinaSanas

Ja ierici Provox LaryTube lictojat strauji sariikosas traheostomas dgl, ar arstu
apspriediet iesp&ju lietot divas ierices (viena izméra). Tadgjadi varésit nonemt
ierici Provox LaryTube no stomas un nekavéjoties nomainit to pret tiru ierici.
P&c tam, kad bis ievietota tira ierice LaryTube, vargsit notirit iznemto ierici.

LietoSanas laika stoma palielinas

Ja ierices LaryTube lietoSanas laika traheostoma palielinas, jautajiet savam
arstam, vai ir iesp&jams izmantot divas ierices (vienu ar mazaku diametru un
otru ar lielaku diametru). Tadgjadi varat izmantot lielaka izm&ra LaryTube, ja
traheostoma palielinas, un mazaka izméra LaryTube, lai traheostoma varétu
samazinaties. Var bit nepiecieSams partraukt ierices Tube lietoSanu nakts laika,
lai traheostoma varétu samazinaties. Sada gadfjuma ar savu arstu parrunajiet
alternativas iesp&jas HME kasetes piestiprinasanai, lai varétu turpinat izmantot
HME kaseti nakts laika.



4. Papildu informacija

4.1. Savietojamiba ar magnétiskas rezonanses

attélveidosanas izmekléjumu
Drosa lietoSanai MR vide: 1 ierice nesatur nekadus metaliskus elementus
un nevar mijiedarboties ar magnétiskas rezonanses attélveidosanas lauku.

4.2, Informacija par pasatisanu
Skat. 8o lietoSanas noradijumu beigas.

4.3. Informacija par palidzibu lietotajam
Lai sanemtu papildu palidzibu vai informaciju, skatiet SolietoSanas noradijumu
aizmugurgjo vaku, kur ir noradita kontaktinformacija.

. v
5.Zinosana

Nemiet véra, ka par jebkuru butisku starpgadijumu, kas radies saistiba ar ierici,
ir jazino razotajam un valsts iestadei valstT, kura dzivo lietotajs un/vai pacients
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Ordering information

Name

Provox LaryTube

Provox LaryTube 8/27
Provox LaryTube 8/36
Provox LaryTube 8/55
Provox LaryTube 9/27
Provox LaryTube 9/36
Provox LaryTube 9/55
Provox LaryTube 10/27
Provox LaryTube 10/36
Provox LaryTube 10/55
Provox LaryTube 12/27
Provox LaryTube 12/36
Provox LaryTube 12/55

ID

9.5

9.5

9.5

10.5
10.5
10.5
120
120
120
135
135
135

oD

12.0
120
12.0
135
135
135
15.0
15.0
15.0
17.0
17.0
17.0

27
36
55
27
36
55
27
36
55
27
36
55

Standard
REF

7601
7602
7603
7605
7606
7607
7609
7610
7611
7613
7614
7615

Fenestrated
REF

7637
7638

7640
7641

7643
7644
7646
7647

with Ring
REF

7624
7625

7626
7627

7628
7629
7630
7631

Provox LaryTube Standard includes: Provox XtraFlow HME (5 pcs), REF 7298

Provox LaryTube Fenestrated includes: Provox XtraFlow HME (5 pcs), REF 7298
and 1 Provox Brush, REF 7204

Provox LaryTube with ring includes: Provox XtraFlow HME (5 pcs), REF 7298

Provox HME System

Provox XtraMoist HME (30 pcs)

Provox XtraFlow HME (30 pcs)

Provox FreeHands HME Cassette (20/30 pcs)

Provox FreeHands FlexiVoice Set Plus

Provox FreeHands FlexiVoice Set

Provox FreeHands FlexiVoice Light

Provox FreeHands FlexiVoice Medium

Provox FreeHands FlexiVoice Strong

REF

7290

7291
7712/7711
7757

7760

8161

8162

8163

Rx

Rx
Rx
Rx
Rx

Rx

X

Rx
Rx
Rx
Rx
Rx
Rx
Rx
Rx
Rx
Rx
Rx
Rx
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Caution: United States Federal law restricts the sale, distribution and use by,
or by order of a physician or a licensed practitioner of devices identified herein
with the symbol “Rx". The prescription-free availability of these products
outside the United States may vary from country to country.
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L

Manufacturer; Razotajs;

£

Date of manufacture; Razo$anas datums;

)

Use-by date; Deriguma termins;

LOT

Batch code; Partijos kodas;

Product reference number; Produkta atsauces numurs;

-

Storage temperature limit; Uzglabasanas temperatiiras ierobezojums;

/,
o

)

X
N

Keep away from sunlight and keep dry; Sargat no saules stariem un
mitruma;

P

L)

Single Patient — multiple use; Vi en s p a ci en ts — vairakkartéja
lieto$ana;
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(I

Instructions for use; Naudojimo instrukcija;

Medical Device; Mediciniska ierice;

AT

Caution, consult instructions for use; Uzmanibu! Izlasiet lictoSanas
noradijumus;

l.-MAX

" RT
MIN-§
Store at room temperature. Temporary deviations within the tem-
perature range (max-min) are allowed; Uzglabat istabas temperatiira.
Ir pielaujamas Tslaicigas novirzes temperatiiras diapazona ietvaros
(min.—maks.)
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