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Figure. 1
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a) Size information
b) Prosthesis Hood
c) Esophageal Flange
d) Tracheal Flange
e) Safety Strap
f) Valve Flap
g) Prosthesis Shaft
h) Radio-opaque fluoroplastic Valve Seat

Figure. 2
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a) Insertion Pin

b) Folding Tool

c) Loading Tube

d) Attachment Slot

e) Distal grip surface

f) Proximal grip surface

2.2 Preparation
Figure. 3
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2.3.1 Method 1 System Insertion
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2.3.2 Method 2 Tube Insertion
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2.3.3 Method 3 Overshoot Insertion
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2.3.4 Method 4 Capsule Insertion
Figure. 13
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2.4 Assembly and reloading
Figure. 16




2.5 Finalization
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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.

Provox® Vega™ is a trademark of Atos Medical AB. For information about protective rights
(e.g. patents), please refer to the webpage www.atosmedical.com/patents.
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ENGLISH

Provox® Vega™

1. Descriptive information

1.1 Intended use

The Provox Vega Voice Prosthesis is a sterile single use indwelling voice prosthesis intended
for voice rehabilitation after surgical removal of the larynx (laryngectomy). Cleaning of
the voice prosthesis is performed by the patient while it remains in situ.

The Provox Insertion System is a sterile single use device intended for anterograde
replacement of the Provox Vega Voice Prosthesis. This replacement procedure is carried
out by a medical doctor or a trained medical professional in accordance with local or
national guidelines.

The Provox Insertion System is not intended to be used for insertion of a voice prosthesis
in a freshly made puncture.

1.2 Description of the device

General

The Provox Vega is a one-way valve (prosthesis) that keeps a TE-puncture open
for speech, while reducing the risk of fluids and food entering the trachea. The
Provox Vega voice prosthesis is not a permanent implant, and needs periodic
replacement. The prosthesis (Fig. 1) is available in different diameters and several
lengths. The device is made of medical grade silicone rubber and fluoroplastic.

Provox Vega package

The Provox Vega package contains the following items:

* 1 Provox Vega voice prosthesis pre-assembled in a single-use Insertion System,
sterile (Fig. 2)

* 1 Provox Brush of a size corresponding to the voice prosthesis, non-sterile

* 1 Provox Vega Clinician’s manual

* 1 Provox Vega Patient’s manual

1 Provox Brush Instructions for Use

1.3 CONTRAINDICATIONS

There are no known contraindications for use or replacement of the Provox Vega voice
prosthesis among patients already using prosthetic voice rehabilitation.

1.4 WARNINGS

+ Dislodgement or extrusion of the Provox Vega voice prosthesis from the TE
puncture and subsequent ingestion, aspiration or tissue damage may occur. A foreign
body in the airway may cause severe complications such as acute respiratory distress
and/or respiratory arrest.

* Select the proper prosthesis size. A tight fit may cause tissue necrosis and extrusion.

+ Instruct the patient to consult a physician immediately if there are any signs of
tissue edema and/or inflammation/infection.

+ Instruct the patient to consult a physician if leakage through or around the voice
prosthesis occurs. Leakage may cause aspiration pneumonia.

+ Ifused, choose laryngectomy tubes or stoma buttons with a suitable shape that do
not exert pressure on the prosthesis or catch onto the tracheal flange of the prosthesis
during insertion and removal of the laryngectomy tube or stoma button. This may
lead to severe tissue damage and/or accidental ingestion of the prosthesis.

+ Instruct the patient to use only genuine Provox accessories of corresponding size
(Brush, Flush, Plug) for maintenance and to avoid all other kinds of manipulation.

* Re-use and re-processing may cause cross-contamination and damage to the
device, which could cause patient harm.

1.5 PRECAUTIONS.

* Carefully assess any patient with bleeding disorders or who is undergoing
anticoagulant treatment for the risk of bleeding or hemorrhage prior to placement or
replacement of the prosthesis

+ Inspect the package before use. If the package is damaged or opened, do not use the
product.

* Always use aseptic technique when handling the prosthesis in order to reduce
infection risk.

2. Instructions for use

2.1 Choose size of the Voice prosthesis

Choosing the right shaft diameter and length of the replacement prosthesis
Be sure to use a Provox Vega voice prosthesis of the proper shaft diameter and length.
Provox Vega is available in different shaft diameters and in several lengths.
¢ Selecting shaft diameter
The Clinician should determine the proper diameter of the prosthesis appropriate for
the patient.



If the selected diameter is larger than the previous prosthesis the tract must be
dilated, using the Provox Dilator, appropriate to the diameter of the prosthesis being
inserted.
If a prosthesis with a smaller shaft diameter is inserted, observe and ensure that the
puncture shrinks to the appropriate diameter.

¢ Selecting shaft length
To select the correct length, you may use the current prosthesis as its own measuring
device.
If there is too much (i.e. 3 mm /~0.12 inches, or more) space between the Tracheal
Flange of the old prosthesis and the mucosal wall, a shorter prosthesis should be
used. If the prosthesis sits too tight, a longer prosthesis should be used.

2.2 Preparation

(Fig. 3-6)

Position voice prosthesis

1. Ensure the Voice Prosthesis is properly positioned on the Insertion Pin, firmly
attached, and with the tip of the pin positioned all the way into the blue ring of the
voice prosthesis (Fig. 3).

Fold the esophageal flange

2. Verify that the Insertion Pin is correctly positioned with the Folding Tool (The Pin
shall be snapped into the Folding Tool).

3. Squeeze the Folding Tool together with two fingers (Fig. 4)

4. Attach the Loading Tube while keeping the Folding Tool closed and twist the Loading
Tube until it locks in place (Fig. 5).
(N/A for Capsule Insertion)

Load
5. Push the Insertion Pin forward until the voice prosthesis is aligned with the visible
ring on the Loading Tube (Fig. 6). (N/A for Capsule Insertion)

Remove the old voice prosthesis

6. Remove the current (old) prosthesis from the TE-puncture by pulling it out with a
non-toothed hemostat. Alternatively, at the clinician’s discretion, the tracheal flange
of the prosthesis can be grasped with forceps and cut off. The rest of the prosthesis is
then pushed into the esophagus for passage through the intestinal tract. The patient’s
history of any intestinal diseases should be taken into account before using this
method.

Prepare the puncture (optional)

7. The puncture may be dilated to prepare for the insertion of the voice prosthesis. This
is usually not necessary but may facilitate insertion in patients with angled or tight
punctures that easily collapse.

2.3 Insertion, Anterograde replacement procedure

Four methods can be used to insert a Provox Vega voice prosthesis with the Provox

Insertion System. The choice of method is at the clinician’s discretion.

2.3.1 System Insertion: The entire insertion system is used.

2.3.2  Tube Insertion: The folding Tool is removed before insertion.

2.3.3  Overshoot Insertion: The entire voice prosthesis is deployed in the esophagus
and then retracted to the intended position.

2.3.4 Capsule Insertion: The voice prosthesis is placed into a Provox Capsule before
insertion.

2.3.1 Method 1: System Insertion

1. Enter the TE-puncture
Hold the Provox Insertion System by the Loading Tube. Enter the puncture with
the Loading Tube Tip. Proceed with care if you encounter resistance. If there is
resistance, dilatation and/or lubrication can ease the insertion.

2. Insert the voice prosthesis
Hold the Loading Tube stable with one hand and push the Insertion Pin with the other
hand until the arrows at the Distal grip surface are flush with the bottom edge of the
Folding Tool (Fig. 7). At this point, the esophageal flange of the voice prosthesis is
entirely unfolded in the esophagus.

3. Release the voice prosthesis
Pull the Loading Tube and Folding Tool together straight out from the puncture.
The voice prosthesis remains in the puncture; still firmly attached to the
Insertion Pin.

4. Finalize the procedure
After insertion, finalize the procedure as described below in section 2.5.

2.3.2 Method 2: Tube Insertion
To enhance visibility, the Folding Tool can be removed once the prosthesis has been
pushed into the Loading Tube.
Note: It is important to always use the Provox Insertion System with Folding Tool
attached when loading the prosthesis to ensure proper folding of the esophageal flange.
1. Remove the Folding Tool
Remove the Folding Tool by unlocking and disconnecting it from the Loading Tube
(Fig. 8).
2. Enter the TE-puncture
Hold the Provox Insertion System by the Loading Tube. Enter the puncture with
the Loading Tube Tip. Proceed with care if you encounter resistance. If there is
resistance, dilatation and/or lubrication can ease the insertion.



Insert the voice prosthesis

Push the Insertion Pin with the other hand until the arrows at the Proximal grip surface
are flush with the Loading Tube (Fig. 9). At this point, the esophageal flange of the
voice prosthesis is entirely unfolded in the esophagus.

Release the voice prosthesis

Hold the Loading Tube with one hand and the Insertion Pin with the other hand.
Pull both the Loading Tube and the Insertion Pin back until you feel the esophageal
flange has reached the anterior esophageal wall. Then, let go of the Insertion Pin and
pull the Loading Tube straight out from the puncture. This will release the tracheal
flange.

Note: If the tracheal flange unfolds inside the esophagus or puncture (unintentional
overshooting), grasp the tracheal flange with a non-toothed hemostat and pull/rotate
the voice prosthesis into place.

Finalize the procedure

After insertion, finalize the procedure as described below in section 2.5

2.3.3 Method 3: Overshoot Insertion
Overshooting of the Provox Vega voice prosthesis is occasionally performed to ensure
complete development of the esophageal flange in difficult TE punctures.

1.

Remove the Folding Tool (Optional)

After the prosthesis has been pushed into the Loading Tube, remove the Folding
Tool by unlocking and disconnecting it from the Loading Tube (Fig. 8).

Enter the TE-puncture

Hold the Provox Insertion System by the Loading Tube. Enter the puncture with
the Loading Tube Tip. Proceed with care if you encounter resistance. If there is
resistance, dilatation and/or lubrication can ease the insertion.

Insert the voice prosthesis

Hold the Loading Tube stable with one hand and push the Insertion Pin with the
other hand until beyond the Proximal grip surface (Fig. 10). At this point the voice
prosthesis is fully deployed in the esophagus (Fig.11).

If overshoot insertion is performed with the Folding Tool kept assembled, push the
Insertion Pin beyond the Distal grip surface. At this point the voice prosthesis is fully
deployed in the esophagus (Fig. 12).

Release the voice prosthesis

Pull the Loading Tube straight out from the puncture. The prosthesis remains in the
esophagus; still firmly attached to the Insertion Pin. Grasp the tracheal flange with
a non-toothed hemostat and pull/rotate the voice prosthesis into place.

Finalize the procedure

After insertion, finalize the procedure as described below in section 2.5

2.3.4 Method 4: Capsule Insertion

Intended use

The Provox Capsule is a single use accessory for anterograde insertion of a standard voice
prosthesis by a clinician into the tracheoesophageal puncture of a laryngectomized patient.
Description of the device

Provox Capsules are made of a water soluble material of plant origin, and sizes are available
to fit three different diameters of voice prostheses, 17, 20 and 22.5 Fr.

WARNINGS

Always ensure that the voice prosthesis is folded correctly and that it is properly
inserted into the Provox Capsule before insertion. If the Provox Capsule comes
off prematurely it could be aspirated. Note that lubricants can compromise the
attachment of the Capsule.

Do not use Provox Capsule if suspicion of contamination exists.

Do not use Provox Capsules if the package or capsules appear damaged.

Ensure that the voice prosthesis is functional after insertion into TE-puncture.
Always follow the safety precautions specified in the instruction for use of the voice
prosthesis after insertion.

PRECAUTIONS

Do not use sharp items to insert the esophageal flange into Provox Capsule since this
may damage the voice prosthesis.

Only use a Provox Capsule of the same size or one size larger than the diameter of
the voice prosthesis.

The Folding Tool of Provox Insertion System can be used for folding the esophageal flange
of a standard Provox Vega voice prosthesis into a Provox Capsule*. In this procedure the
Loading Tube is not used.

1.

Insert the prosthesis into Provox Capsule

Discard the long part of the Provox Capsule and use the short part for insertion.
Squeeze the Folding Tool together with two fingers and place the capsule in the
opening of the Folding Tool (Fig. 13). Keep the Folding Tool together, while holding
the capsule down with the index finger (Fig. 14). Alternatively use Provox TwistLock
to keep the Folding Tool together. Push the Insertion Pin firmly forward; this will
load the esophageal flange of the voice prosthesis into the capsule.

Check proper loading

The voice prosthesis is now loaded into Provox Capsule, and the Folding Tool can
be removed from the Insertion Pin. Confirm that the esophageal flange is inside the
capsule (Fig. 15). If the voice prosthesis is not properly folded, the loading process
should be repeated with a new Provox Capsule. Make sure that the strap of the voice
prosthesis is secured to the inserter pin intended for inserting the prosthesis into the
puncture.

Remove the old voice prosthesis and prepare the TE puncture (see Section 2.2 points 6
and 7).

1



4. Insert Provox Capsule into the puncture.
Hold the voice prosthesis in a fully inserted position until Provox Capsule has
dissolved and the esophageal flange has completed unfolded. Slightly tug on the
strap of the voice prosthesis to ensure it is in the proper position.

5. Release the voice prosthesis
Remove the inserter pin from the voice prosthesis. The voice prosthesis remains in
the puncture.

6. Finalize the procedure
After insertion, finalize the procedure as described below in section 2.5.

* Not available in all countries.

2.4 Assembly and reloading the Provox Insertion
System

If the first attempt to insert the Provox Vega into the TE-puncture was unsuccessful, it is

possible to reload the voice prosthesis into the Provox Insertion System.

Position voice prosthesis

1. Mount the voice prosthesis with the tracheal side facing down on top of the Insertion
Pin.

2. Attach the Safety Strap by leading it through the Attachment Slot from either side.

3. Ensure the Voice Prosthesis is properly positioned on the Insertion Pin, firmly
attached and with the tip of the pin positioned all the way into the blue ring of the
voice prosthesis (Fig. 3).

Connect the Folding Tool

4. Guide the Insertion Pin through the opening in the Folding Tool until it clicks in
place. Pull the pin until the pin is snapped into the Folding Tool (Fig. 16). The Provox
Insertion System is now ready for preparation. Continue the preparation as described
above in section 2.2.

CAUTION: Do not reload more than twice. If the Provox Vega voice prosthesis shows

any signs of damage, do not use the voice prosthesis.

2.5 Finalize the procedure

After insertion:

Ensure proper fit

1. Ensure the proper position of the voice prosthesis by rotating and gently pulling the
Insertion Pin (Fig. 17). The prosthesis is in an ideal position when the Safety Strap
is pointing downwards.

Test proper function

2. Brush the Provox Vega with the Provox Brush. Test proper function of the prosthesis
by asking the patient to speak and by observing that the prosthesis does not leak
while the patient drinks water (Fig. 18).

Cut the Safety Strap

3. After ensuring the voice prosthesis is placed correctly, cut off the Safety Strap so
that it is flush with the Tracheal Flange (Fig. 19). The Provox Vega voice prosthesis
is now ready for use.

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

3. Important patient information

3.1 General information

Ensure that the patient understands to contact their clinician if:

¢ There is leakage through or around the prosthesis (coughing and/or change of mucus
color).

* Speaking becomes difficult (higher effort and/or voice sounds more strained).

¢ There are any signs of inflammation or tissue changes at the puncture site or the
stoma region (pain, redness, heat, swelling, traces of blood on the brush after
brushing).

Also inform the patient that:

« After a prosthesis replacement traces of blood may be found in the sputum. This may
come from granulation tissue on the edges of the TE puncture.

¢ The Provox Vega Plug can be used to temporarily stop leakage through the voice
prosthesis.

« Speech Training Sessions with a trained clinician are advised in order to acquire
optimal voice sound, fluent speech, and optimal intelligibility.

3.2 Prosthesis maintenance

Instruct the patient when and how to clean his or her Provox Vega voice prosthesis.
Cleaning the prosthesis at least twice a day can help prolong the device life.

CAUTION: Only use genuine Provox accessories that are intended for use with
Provox Vega when cleaning the prosthesis.

« Brushing the prosthesis with the Provox Brush twice a day will help to remove
mucus and food remnants from the prosthesis.

« Flushing the prosthesis with the Provox Flush also helps to clean debris and mucus
from the prosthesis, which can help increase the life of the device.
Note: The Provox Flush is intended for use only by patients who, as assessed by the
clinician who prescribes the device, have demonstrated ability to understand and
consistently follow the instructions for use without clinician supervision.



» Some dietary measures, like the daily intake of yogurt or butter milk containing
lactobacilli, are considered to be helpful against excessive Candida growth.

For detailed information on how to clean the Provox Vega, please see Instructions for
each accessory.

4. Additional information
4.1 Compatibility with MRI, X-ray and radiation therapy

Provox Vega voice prostheses have been tested and found to be compatible, with Magnetic
Resonance Imaging (tested up to 3 Tesla), x-ray and radiation therapy (tested up to 70 Gy).
The prosthesis can be left within the TE-puncture during the examination/therapy session.
Note that the radio-opaque valve seat is visible on x-ray.

4.2 Device lifetime

Depending on individual biological circumstances the device life varies, and it is
not possible to predict the integrity of the device over a longer period of time. The
material of the device will be affected by e.g. bacteria and yeast, and the structural
integrity of the device will eventually deteriorate.

Laboratory testings of simulated usage for a test period of 12 months show that, in the
absence of bacteria and yeasts, the device will maintain its structural integrity for this
time period. The device has not been tested for usage beyond 12 months. Usage beyond
this limit is under the sole discretion of the prescriber.

4.3 Compatibility with antifungal medicine

Laboratory tests show only minor negative influence on the function of the Provox Vega
voice prosthesis and components when using the following antifungal medications:
Nystatin, Fluconazole, Mikonazol.

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.
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LATVIESU

Provox® Vega™

1. Aprakstosa informacija

1.1. Paredzétais lietojums

Provox Vega balss protéze ir sterila, vienreizlietojama, ilglaiciga balss protéze, kas
paredzgta balss rehabilitacijai pec balsenes kirurgiskas iznemsanas (laringektomijas).

Balss protézes tiriSanu veic pacients, kamér protéze atrodas in situ.

Provox Insertion System ir sterila, vienreizlietojama ierice, kas paredzéta Provox Vega balss
protézes anterogradai nomainai. Nomainas procediiru veic arsts vai apmacits profesionals
medicinas darbinieks saskana ar vietgjam vai valsts vadlinijam.

Provox Insertion System nav paredzéta, lai ievietotu balss protézi nesen veikta punkcija.

1.2. lerices apraksts

Visparigi

Provox Vega ir vienvirziena varstulis (protéze), kas tur TE punkciju atvértu runas funkcijas
veikSanai, samazinot risku, ka &diens un Skidrumi var&tu ieklut traheja. Provox Vega
balss protéze nav pastavigs implants, un ta ik pec laika ir janomaina. Protézém (1. att€ls)
ir dazadi diametri un vairaki izm@ri. Ierice ir veidota no mediciniskas silikona gumijas
un fluoroplasta.

Provox Vega iepakojums

Provox Vega iepakojuma ir $adi priekSmeti:

« 1 Provox Vega balss protéze, kas ieprieks salikta vienreizlietojama Insertion System,
sterila (2. attéls)

* 1 Provox Brush (suka) izméra, kas atbilst balss protézei, nesterila

« 1 Provox Vega arsta rokasgramata

« 1 Provox Vega pacienta rokasgramata

* 1 Provox Brush lietoSanas noradijumu eksemplars

1.3. KONTRINDIKACIJAS

Nav zinamu kontrindikaciju saistiba ar Provox Vega balss protézes lietosanu vai nomainu
to pacientu vidi, kas jau izmanto protézes balss rehabilitacijai.

1.4. BRIDINAJUMI

¢ Var biit iespéjama Provox Vega balss protézes atvieno$anas vai ekstrizija
no TE punkcijas un talaka uznemsana ar partiku, aspiracija vai audu bojajumi.
Sveskermenis elpcelos var izraisit nopietnas komplikacijas, pieméram, akitu
respiratora distresa sindromu un/vai elposanas apstasanos.

+ Izvélieties pareizo protézes izméru. Ciesi pieguloSa ierice var izraisit audu
atmirSanu un ekstriiziju.

« Instrugjiet pacientu, ka nekavéjoties jasazinas ar arstu, ja ir audu tiiskas un/vai
iekaisuma/infekcijas pazimes.

« Instrugjiet pacientu, ka jasazinas ar arstu, ja notiek noplide caur balss prot€zi vai
ap to. Noplude var izraisit aspiracijas pneimoniju.

« Jatiek izmantotas laringektomijas caurulites vai stomas pogas, izvélieties tadas,
kam ir piemérota forma, kas neizdara spiedienu uz protézi vai neaizkeras aiz protézes
trahejas atloka laringektomijas caurulites vai pogas ievietoSanas un iznemsanas
laika. Tas var izraisit nopietnus audu bojajumus un/vai nejausu protézes norisanu
kopa ar partiku.

 Instruéjiet pacientu izmantot tikai originalos Provox piederumus ar atbilstosu
izm@ru (piem&ram, Brush, Flush, Plug), lai veiktu apkopi, un izvairities no visu citu
veidu manipulacijam.

« Atkartota lietoSana un apstrade var izraisit savstarp&ju piesarnosanos un ierices
bojajumus, kas var kaitét pacientam.

1.5. PIESARDZIBAS PASAKUMI.

« Uzmanigi novertgjiet visus pacientus ar asins rec€Sanas trauc&jumiem vai pacientus,
kam tiek veikta antikoagulantu terapija, pirms prot€zes novietoanas vai nomainas
asinoSanas vai hemoragijas riska dél.

e Pirms lietoSanas parbaudiet iepakojumu. Ja iepakojums ir bojats vai atvérts,
neizmantojiet produktu.

« Vienmér izmantojiet aseptisku metodi, rikojoties ar protézi, lai samazinatu infekcijas
risku.

2. Lietosanas noradijumi

2.1. Balss protézes izméra izvéle

Izvelieties piem@rotu aizvietojo3as protézes varpstas diametru un garumu
Noteikti izmantojiet Provox Vega balss protézi ar atbilsto§u varpstas izméru un garumu.
Provox Vega ir pieejama ar dazadu diametru varpstam un vairakos garumos.



o Izvélieties varpstas diametru
Arstam janosaka pareizais protézes diametrs, kas ir piemérots pacientam.
Ja izveletais diametrs ir lielaks neka ieprieksgjai protézei, javeic trakta dilatacija,
izmantojot Provox Dilator, lai trakts biitu piem&rots ievietojamas protézes diametram.
Ja tiek ievietota protéze ar mazaku varpstas diametru, novérojiet un nodrosiniet,
ka punkcija saraujas lidz piemérotajam diametram.

¢ Izvélieties varpstas garumu
Lai izvéletos pareizo garumu, varat izmantot pasreiz&jo protézi ka merierici.
Ja starp vecas protézes trahejas atloku un glotadu sieninu ir parak daudz (tas ir, 3 mm/
aptuveni 0,12 collas vai vairak) brivas vietas, jaizmanto isaka protéze. Ja protéze
piegul parak ciesi, jaizmanto garaka protéze.

2.2, Sagatavosana

(3.-6. attéls)

Poziciongjiet balss protezi

1. Parliecinieties, ka balss protéze ir pareizi poziciongta uz ievietoSanas tapas, ciesi
piestiprinata un ar tapas galu pilniba pozicionéta balss protézes zilaja gredzena
(3. attgls).

Nolokiet baribas vada atloku
2. Parliecinieties, ka ievietoSanas tapa ir pareizi poziciongta ar lociSanas instrumentu
(tapa jaiespiez lociSanas instrumenta).
Ar diviem pirkstiem saspiediet kopa lociSanas instrumentu (4. attéls).
4. Turot lociSanas riku aizveértu, pievienojiet ielades cauruliti un pagrieziet ielades
cauruliti, Iidz ta nofiks¢jas paredzgtaja vieta (5. attéls).
(Nav piemérots kapsulas ievietoSanai)

%)

Veiciet ieladi
5. Stumiet ievietoSanas tapu uz prieksu, 1dz balss protéze atrodas viena limeni ar
gredzenu uz ielades caurulites (6. att€ls). (Nav piemérots kapsulas ievietoSanai)

Iznemiet veco balss proteézi

6. Iznemiet pasreizgjo (veco) protézi no TE punkcijas, izvelkot to ar bezzobu knaiblém.
Alternativs risinajums ir pc arsta ieskatiem satvert protezes trahejas atloku ar pinceti
un nogriezt. P& tam pargja protéze tiek iestumta baribas vada, lai izklatu caur zarnu
traktu. Pirms §Ts metodes izmantoSanas ir janem v&ra pacienta zarnu slimibu vésture.

Sagatavojiet punkciju (nav obligati)

7.  Laisagatavotos balss protézes ievietoSanai, var veikt punkcijas dilataciju. Tas parasti
nav nepiecieSams, bet var sekmét ievietoSanu pacientiem ar slipam vai cie$am
punkcijam, kas viegli sakrit.

2.3. levietoSana, anterogradas nomainas procediira

Lai ievietotu Provox Vega balss protézi ar Provox Insertion System, var tikt izmantotas

Cetras metodes. Metodes izvéle ir atkariga no arsta ieskatiem.

2.3.1. Sistémas ievietoana: tick izmantota visa ievietoSanas sistema.

2.3.2. Caurulites ievietoSana: pirms ievieto$anas tiek iznemts lociSanas instruments.

2.3.3. levietoSana, sniedzoties pari: visa balss protéze tiek ievietota baribas vada un
tad atvilkta lidz paredz&tajai pozicijai.

2.3.4. Kapsulas ievietoSana: pirms ievietoSanas balss protéze tiek ievietota
Provox Capsule (kapsula).

2.3.1. 1. metode. Sistémas ievietoSana

1. Ieklastiet TE punkcija
Turiet Provox Insertion System aiz ielades caurulites. Ieklistiet punkcija ar ielades
caurulites uzgali. Ja saskaraties ar pretestibu, turpiniet kustibu loti uzmanigi. Ja ir
pretestiba, dilatacija un/vai lubrikacija var atvieglot ievietosanu.

2. Ievietojiet balss protezi
Stabili turiet ielades cauruliti ar vienu roku un spiediet ievietoSanas tapu ar otru roku,
lidz bultinas uz distalas satverSanas virsmas sakrit ar lociSanas instrumenta apaks$gjo
malu (7. att€ls). Saja brid protézes baribas vada atloks tiek pilniba atlocits baribas
vada.

3. Atlaidiet balss protézi
Velciet reiz€ ielades cauruliti un lociSanas instrumentu tiesi ara no punkcijas. Balss
protéze paliek punkcija, joprojam drosi piestiprinata pie ievietoanas tapas.

4. Pabeidziet procediiru
P&c ievietosanas pabeidziet procediiru, ka noradits 2.5. sadala.

2.3.2. 2. metode. Caurulites ievietoSana
Lai uzlabotu redzamibu, lociSanas instrumentu var nonemt, kad protéze ir iestumta
ielades caurulite.
Piezime. Ir svarigi vienmér izmantot Provox Insertion System ar pievienotu lociSanas
instrumentu, kad ieladgjat prot&zi, lai nodro§inatu pareizu baribas vada atloka nolocisanos.
1. Nonemiet lociSanas instrumentu
Nonemiet lociSanas instrumentu, atblok&jot un atvienojot to no ielades caurulites
(8. attels).
2. leklustiet TE punkcija
Turiet Provox Insertion System aiz ielades caurulites. Ieklastiet punkcija ar ielades
caurulites uzgali. Ja saskaraties ar pretestibu, turpiniet kustibu Joti uzmanigi. Ja ir
pretestiba, dilatacija un/vai lubrikacija var atvieglot ievietosanu.
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3. levietojiet balss proteézi
Spiediet ievietoSanas tapu ar otru roku, Iidz bultinas uz proksimalas satverSanas
virsmas sakrit ar ielades cauruliti (9. attéls). Saja bridi protézes baribas vada atloks
tiek pilniba atlocits baribas vada.

4.  Atlaidiet balss protezi
Turiet ielades cauruliti ar vienu roku un ievieto$anas tapu ar otru roku. Velciet gan
ielades cauruliti, gan ievietoSanas tapu atpakal, 11dz sajitat, ka baribas vada atloks
ir sasniedzis prieks$€jo baribas vada sienu. Tad atlaidiet ievietoSanas tapu un velciet
ielades cauruliti tie$i ara no punkcijas. Tada veida tiks atlaists trahejas atloks.
Piezime. Ja trahejas atloks atlokas baribas vada vai punkcija (netisa sniegSanas pari),
satveriet trahejas atloku ar bezzobu knaiblém un ievelciet/iegrieziet balss protézi
paredz&taja vieta.

5. Pabeidziet procediiru
P&c ievieto$anas pabeidziet procediiru, ka noradits 2.5. sadala.

2.3.3. 3. metode. levietosana, sniedzoties pari

Dazkart tiek panakta Provox Vega balss protézes snieg8anas pari, lai nodrosinatu pilnigu

baribas vada atloka izvietoSanu sarezgitas TE punkcijas.

1. Nonemiet lociSanas instrumentu (nav obligati)
P&c tam, kad protéze ir iestumta ielades caurulité, nonemiet lociSanas instrumentu,
atblok&jot un atvienojot to no ielades caurulites (8. att€ls).

2. Ieklustiet TE punkcija
Turiet Provox Insertion System aiz ielades caurulites. Ieklastiet punkcija ar ielades
caurulites uzgali. Ja saskaraties ar pretestibu, turpiniet kustibu loti uzmanigi. Ja ir
pretestiba, dilatacija un/vai lubrikacija var atvieglot ievietoSanu.

3. Ievietojiet balss proteézi
Stabili turiet ielades cauruliti ar vienu roku un stumiet ievietosanas tapu ar otru roku,
lidz ta atrodas pari proksimalajai satversanas virsmai (10. attels). Saja bridi balss
protéze ir pilniba ievietota baribas vada (11. attéls).
Ja ar saliktu lociSanas instrumentu tiek veikta ievietoSana, sniegSanas pari, spiediet
ievietosanas tapu pari distalajai satverSanas virsmai. Saja bridi balss protéze tiek
pilniba ievietota baribas vada (12. att€ls).

4. Atlaidiet balss protézi
Velciet iclades cauruliti tiesi ara no punkcijas. Proteze paliek baribas vada, joprojam
drosi piestiprinata pie ievietoSanas tapas. Satveriet trahejas atloku ar bezzobu knaiblem
un ievelciet/iegrieziet balss protezi paredz&taja vieta.

5. Pabeidziet procediiru
P&c ievieto$anas pabeidziet procediiru, ka noradits 2.5. sadala.

2.3.4. 4. metode. Kapsulas ievietoSana

Paredzétais lietojums

Provox Capsule ir vienreizgjas lietoSanas piederums standarta balss protézes arsta veiktai

anterogradai ievietoSanai traheoezofageala punkcija pacientiem, kam bijusi laringektomija.

Ierices apraksts

Provox Capsules ir izgatavotas no augu izcelsmes tideni $kistosa materiala, un ir pieejami

dazadi izméri, lai tas der&tu tris dazadiem balss protézu diametriem — 17, 20 un 22,5 Fr.

BRIDINAJUMI

« Vienmgér parliecinieties, ka balss protéze ir nolocita pareizi un ka ta ir pareizi ievietota
Provox Capsule pirms ievieto$anas. Ja Provox Capsule priekslaicigi noklust nost, ta
var tikt aspiréta. Nemiet véra, ka smérvielas var ietekmét Capsule stiprinajumu.

» Neizmantojiet Provox Capsule, ja ir aizdomas par piesarpojumu.

« Neizmantojiet Provox Capsules, ja iepakojums vai kapsulas izskatas bojatas.

« Péc ievietosanas TE punkcija parliecinieties, ka balss protéze darbojas. Vienmér
ieverojiet drosibas piesardzibas pasakumus, kas aprakstiti balss protézes lietoSanas
noradijumos p&c ievietosanas.

PIESARDZIBAS PASAKUMI

« Neizmantojiet asus priek§metus, lai ievietotu baribas vada atloku Provox Capsule
iekspusg, jo tas var bojat balss protezi.

« Izmantojiet tikai Provox Capsule ar tadu pasu izméru vai par vienu izmé&ru lielaku ka
balss protézes diametrs.

Provox Insertion System lociSanas instrumentu var izmantot, lai ielocitu standarta

Provox Vega balss protézes baribas vada atloku Provox Capsule* iek3pusg. Saja procediira

netiek izmantota ielades caurulite.

1. Ievietojiet protezi Provox Capsule iek§pusé
Izmetiet Provox Capsule garo dalu un ievieto$anai izmantojiet so dalu. Ar diviem
pirkstiem saspiediet kopa locTSanas instrumentu un ievietojiet kapsulu lociSanas
instrumenta atvéruma (13. attéls). Turiet lociSanas instrumentu kopa, vienlaikus
nospiezot kapsulu ar raditajpirkstu (14. attéls). Alternativs risindjums ir izmantot
Provox TwistLock, lai tur€tu lociSanas instrumentu kopa. Stingri spiediet ievietoSanas
tapu uz prieksu, ta balss protézes baribas vada atloks tiks ieladéts kapsula.

2. Parliecinieties par pareizu ieladi
Tagad balss protéze ir ieladéta Provox Capsule iek$pusg, un lociSanas instrumentu
var nonemt no ievieto$anas tapas. Parliecinieties, ka baribas vada atloks atrodas
kapsula (15. att€ls). Ja balss protéze nav pareizi nolocita, ielades process ir jaatkarto
ar jaunu Provox Capsule. Parliecinieties, ka balss protézes siksnina ir piestiprinata
pie ievietoSanas tapas, kas paredz€ta prot€zes ievietosanai punkcija.

3. Nonemiet veco balss protézi un sagatavojiet TE punkciju (sk. 2.2. sadalas 6. un
7. punktu).



4. Provox Capsule ievietojiet punkcija
Turiet balss protézi pilniba ievietota pozicija, lidz Provox Capsule ir iz8kidusi un
baribas vada atloks ir pilniba atlocTjies. Viegli pavelciet aiz balss protézes siksninas,
lai nodrosinatu, ka protéze atrodas pareiza pozicija.

5. Atlaidiet balss protézi
Nonemiet ievieto§anas tapu no balss protézes. Balss protéze paliek punkcija.

6. Pabeidziet procediiru
P&c ievietosanas pabeidziet procediiru, ka noradits 2.5. sadala.

* Nav pieejams visas valstis.

2.4. Provox Insertion System salikSana un atkartota
ielade

Ja pirmais m&ginajums ievietot Provox Vega TE punkcija nav izdevies, balss protézi var

atkartoti ieladét Provox Insertion System.

Poziciongjiet balss protezi

1. Ar trahejas pusi uz leju uzstadiet balss protézi uz ievietoSanas tapas augSpuses.

2. Pievienojiet drosibas siksninu, no jebkuras puses vadot to cauri piestiprinasanas
ligzdai.

3. Parliecinieties, ka balss protéze ir pareizi pozicionéta uz ievietoSanas tapas, ciesi
piestiprinata un ar tapas galu pilniba poziciongta balss protézes zilaja gredzena (3. attels).

Pievienojiet lociSanas instrumentu

4. Vadiet ievietoSanas tapu cauri lociSanas instrumenta atvérumam, 11dz ta nofiksgjas
paredzetaja vieta. Velciet tapu, 1idz tapa ir iespiesta lociSanas instrumenta (16. att€ls).
Tagad Provox Insertion System ir gatava sagatavoSanai. Turpiniet sagatavosanu,
ka noradits ieprieks 2.2. sadala.

UZMANIBU! Neveiciet ieladi vairak ka divas reizes. Ja Provox Vega balss protézei ir

redzamas bojajumu pazimes, neizmantojiet $o balss protézi.

2.5. Proceduras pabeigsana

Pé&c ievietoSanas:

NodroSiniet pareizu atbilstibu

1. Parliecinieties par balss protézes pareizu poziciju, pagriezot un maigi velkot
ievietoSanas tapu (17. attéls). Proteze atrodas ideala pozicija, ja drosibas siksnina ir
versta lejup.

Parbaudiet pareizu darbibu

2. Notiriet Provox Vega ar Provox Brush. Parbaudiet, vai protézes darbiba ir pareiza,
ladzot pacientam runat un novérojot, vai, pacientam dzerot deni, nav protézes
nopliides (18. attgls).

Nogrieziet drosibas siksninu

3. Kad esat parliecinajies, ka balss protéze ir pareizi novietota, nogrieziet drosibas
siksninu, lai ta sakristu ar trahejas atloku (19. attéls). Tagad Provox Vega balss
protéze ir gatava lietoanai.

2.6.1zmesana
Vienm@r ieverojiet arstu prakses un valsts prasibas attieciba uz biologisko bistamibu,
izmetot lietotu medictnisku ierici.

3. Svariga informacija pacientiem

3.1. Vispariga informacija

Parliecinieties, ka pacients saprot, ka vinpam jasazinas ar arstu, ja:

» Caur vai ap protézi notiek nopliide (kleposana un/vai izmainas glotadas krasa).

* Runasana ir apgritinata (lielaka pieptile un/vai balss izklausas vairak saspringusi).

» Punkcijas vieta vai stomas regiona ir iekaisuma pazimes vai izmainas audos (sapes,
apsartums, karstums, pietiikums, asins pédas uz sukas péc tirisanas).

Informéjiet pacientu arf, ka:

* P&c protézes nomainas krépas var but asins pédas. Tam par iemeslu var biut
granulacijas audi TE punkcijas malas.

* Provox Vega Plug var tikt izmantots, lai Tslaicigi noveérstu nopliidi caur balss protézi.

 Ir ieteicamas runas vingrinasanas nodarbibas ar apmacitu arstu, lai ieglitu optimalu
balss skanu, plistoSu runu un optimalu saprotamibu.

3.2. Protézes apkope

Instrugjiet pacientu, kad un ka tirit Provox Vega balss protézi. Protézes tiriSana vismaz
divas reizes diena palidz pagarinat ierices miiza ilgumu.

UZMANIBU! Protézes tiriianai izmantojiet tikai originilos Provox piederumus,
kas ir paredzéti lieto$anai ar Provox Vega.

* Protézes tiriSana ar Provox Brush divreiz diend palidz nopemt glotas un &diena
atlickas no protézes.

* lerices skalo$ana ar Provox Flush ari palidz notirit nos€édumus un glotas no protézes,
kas var palidzet paildzinat ierices muza ilgumu.
Piezime. Provox Flush ir paredzéts lietoSanai tikai pacientiem, kurus arsts, kur§
izrakstijis ierici, ir atzinis par sp&jigiem saprast un pastavigi sekot lietoSanas
noradijumiem bez arsta uzraudzibas.

» Pastav uzskats, ka dazi uztura ieradumi (pieméram, katru dienu uztura paterét jogurtu
vai paninas, kas satur pienskabas bakt€rijas) var palidzet pret parmérigu Candida
augsanu.

Sikaku informaciju par Provox Vega tiriSanu skatiet katra piederuma lieto$anas noradijumos.
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4, Papildu informacija

4.1. Saderiba ar MR attéldiagnostiku, rentgena
izmekléjumiem un staru terapiju

Provox Vega balss protézes ir parbauditas un atzitas par saderigam ar magng&tiskas
rezonanses attéldiagnostiku (parbauditas lidz pat 3 teslam), ar rentgena izmekl&jumiem
un staru terapiju (parbauditas 1idz pat 70 Gy). Protézi izmeklgjumu/terapijas laika drikst
atstat TE punkcija. Nemiet vera, ka kontrastvielas varstula ligzda ir redzama rentgena
izmeklI&jumos.

4.2, lerices kalposanas laiks

Atkariba no individualajiem biologiskajiem apstakliem ierices miZza ilgums atSkiras,
un nav iesp&jams paredz&t ierices integritati ilgaka laika perioda. lerices materialu
ietekm@s, pieméram, bakterijas un raugs, un ierices strukturala integritate laika gaita
pasliktinasies.

12 ménesu ilga simul&tas lietoSanas parbaudes perioda laboratoriskas parbaudes uzrada,
ka bez bakt€riju un rauga klatbutnes ierice $o laika periodu saglabas savu materialo
integritati. lerices lietoSana nav parbaudita ilgak par 12 meéneSiem. Lietosana p&c 1 laika
ierobezojuma ir iespgjama vienigi pec arsta apsvérumiem.

4.3. Saderiba ar pretsénisu zaléem

Laboratoriskas parbaudes uzrada tikai mazsvarigu negativu ietekmi uz Provox Vega
balss prot€zes un tas sastavdalu darbibu, izmantojot §adas pretsénisu zales: nistatins,
flukonazols, mikonazols.

5.Zinosana

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