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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 our web page
www.atosmedical.com/patents.
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Please see accompanying Illustration manual for illustrations referenced in this Instructions for Use.

Stomal airway management

Emergency situations

It is important that emergency personnel knows that you are a neck breather. This will help them determining

that oxygen and rescue breathing need to be administered to your stoma and not to your mouth or nose.
We recommend that you and your clinician download the guidelines for rescue breathing from

www.at dical.com/r breathing

Elective situations
If you need to undergo a procedure that requires intubation (putting a breathing tube in your windpipe), it
is very important that the anesthesiologist and the doctor who is performing the procedure are aware that
you are a neck breather and that you are using a voice prosthesis. It is important for them to understand
that the voice prosthesis should stay in place. If it is removed, fluids from your mouth, food pipe, or
stomach may get into your windpipe.

It is very important that the intubation tube is inserted and removed carefully so that the voice
prosthesis does not dislodge or come out.

1. Descriptive information
1.1 Indications for use

Provox Vega Puncture Set is a device for performing a primary or secondary tracheo-esophageal (TE)
puncture in laryngectomized patients, with integrated placement of a Provox Vega voice prosthesis.

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.

1.2 CONTRAINDICATIONS

Do not use the Provox Vega Puncture Set if the patient has anatomical abnormalities that may hinder
safe puncturing of the TE wall or safe voice prosthesis placement (e.g., significant stenosis or significant
fibrosis at the puncture site) as this may cause tissue damage.

Do not use the Provox Vega Puncture Set for secondary TE puncture if the patient suffers from severe
trismus that precludes proper protection of the pharyngeal wall. Failure to protect the pharynx during
puncture may lead to unintended trauma of the pharyngeal/ esophageal tissue.

1.3 Description of the device

The Provox Vega Puncture Set is a device for creating a primary or secondary TE puncture, with
subsequent dilatation of that puncture to a width that facilitates placement of the included Provox
Vega voice prosthesis. The Provox Vega voice prosthesis is preloaded on the Puncture Dilator, which
is part of the device.

The Provox Vega Puncture Set is intended for single use only and the package contains the following

sterile items in a blister package (Fig. 1):

« 1 Pharynx Protector (Fig. 1.1) made of transparent thermoplastic,

¢ 1 Puncture Needle (Fig. 1.2) made of surgical stainless steel,

« 1 Guidewire (Fig. 1.3) made of pre-colored fluoroplastic,

* 1 Puncture Dilator with 1 preloaded Provox Vega voice prosthesis (Fig. 1.4). The Puncture Dilator
is made of thermoplastic elastomer and polypropylene; and the Vega voice prosthesis is made of
medical grade silicone rubber and fluoroplastic.

The preloaded Puncture Dilator contains the following functional characteristics and components:

« adilator (Fig. 1.4.1),

« adilator strap (Fig. 1.4.2) connecting the dilator and the voice prosthesis interface,

« adilator loop (Fig. 1.4.3) constituting the voice prosthesis interface,

« a Wirelock (Fig. 1.4.4) containing interfaces to the voice prosthesis safety strap (Fig. 1.4.6) and to the
Guidewire,

* a Provox Vega voice prosthesis (Fig. 1.4.5) with its safety strap (Fig. 1.4.6) connected to the
Wirelock and oriented so that the tracheal flange (Fig. 1.4.7) of the voice prosthesis is facing
towards the Wirelock.

The Provox Vega voice prosthesis contains a one-way valve that keeps the 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 is available in different diameters and several sizes.

The set also includes the following non-sterile items:
1 Instructions for use - Provox Vega Puncture Set
(including 1 Tllustration manual)
« 1 Provox Vega Patient’s Manual
« 1 Provox Brush of a size corresponding to the voice prosthesis
1 Provox Brush Instructions for Use

1.4 WARNINGS

Pre-surgery

* DO NOT use the product if the package is damaged or opened. Unsterile product may cause
infection.

* DO NOT REUSE and DO NOT RESTERILIZE by any method. This device is intended for
single use only. Reuse may cause cross contamination. Cleaning and resterilization may cause
structural damage to the device.

* DO proceed with great care if the patient has received radiotherapy with or without concurrent
chemotherapy. These circumstances increase the risk of puncture-related complications (e.g.,
widening, granulation, atrophy). Therefore, ensure that the tissue integrity is sufficient for creation
of a TE puncture.




During surgery

General

* DO ensure that the Pharynx Protector is inserted deep enough into the esophagus before performing
primary TE puncture, by palpating the TE wall. Puncture without proper positioning of the Pharynx
Protector may cause tissue damage.

* DO ensure that the Guidewire is inserted through the needle and through the lumen of the Pharynx
Protector so that it does not damage the TE wall.

* DO ensure that the Puncture Needle is removed before removing the pharynx protector.
The Puncture Needle may cause tissue damage without proper pharynx protection.

* DO ensure that the Puncture Dilator is mounted on the esophageal end of the Guidewire and not
the tracheal. The dilatation should be performed in the posteroanterior direction. Dilatation in the
wrong direction causes reversed placement of the voice prosthesis, which causes aspiration and
inability to speak.

* DO NOT withdraw the Guidewire back through the Puncture Needle. Damage, shearing and/or
scraping of the Guidewire may occur. If the Guidewire must be withdrawn, remove the Guidewire
and the Puncture Needle simultaneously, as one unit, to prevent the Puncture Needle from damaging
the Guidewire.

* DO NOT use toothed hemostats or other instruments that may damage the product.

Secondary puncture

* DO NOT use the included Pharynx Protector during Secondary punctures. It is only intended to be
used during Primary punctures.

* DO ensure that the pharyngeal/esophageal tissue is adequately protected, e.g., by use of a rigid
endoscope before performing secondary TE puncture.

Post surgery

Use of the voice prosthesis

Dislodgement or extrusion of the Provox Vega voice prosthesis from the TE puncture and subsequent
ingestion, aspiration or tissue damage may occur. For further information about these events and how
to prevent them, see section Adverse Events and Trouble Shooting Information below.

To reduce the risk of dislodgment or extrusion and its potential consequences:

* DO select the proper prosthesis size (i.e. length). A tight fit due to a too short voice prosthesis may
cause tissue necrosis and extrusion.

* DO instruct the patient to only use genuine Provox accessories of corresponding size and diameter
(e.g., Brush, Flush, Plug) for maintenance and to avoid all other kinds of manipulation.

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

* DO choose laryngectomy tubes or stoma buttons, if used, with a suitable shape that do not exert
pressure on the prosthesis during use, or catch onto the tracheal flange of the prosthesis during
insertion and removal of the tube or button.

1.5 PRECAUTIONS

Always assess the suitability of the tissue in the area of the TE puncture. In cases with lacking suitability,
e.g. due to excessive scar tissue or radiation fibrosis, proceed with great care and abort the procedure
if dilatation of the TE puncture requires too much force.

* DO carefully assess patients with bleeding disorders or patients undergoing anticoagulant treatment
for the risk of bleeding or hemorrhage, prior to secondary puncture and prosthesis placement.

* DO always use aseptic technique when handling the Puncture Set in order to reduce risk for
infection.

* DO remove the Pharynx Protector before initiating dilatation. The voice prosthesis may get stuck
inside the Pharynx Protector if attempting to complete the procedure without removing the Pharynx
Protector.

* DO ensure that the Guidewire is adequately threaded and locked in position in the Wirelock.
If proper locking is not achieved, the Guidewire may come loose from the Wirelock, causing failure
to complete procedure.

* DO always proceed slowly and without using excessive force during dilatation and placement of
the prosthesis. Tissue damage may otherwise occur.

* DO support the TE tissue during dilatation. Otherwise, rupture may occur. In case of a rupture of
the TE tissue the TE puncture procedure should be abandoned and the rupture should be sutured
immediately. TE puncture should only be repeated after proper healing of the tissues.

* DO NOT reload after the safety strap of the prosthesis has been cut off, as the safety mechanism
in that case has been compromised, with risk for dislocation of the voice prosthesis during the
procedure.

1.6 Adverse events and troubleshooting information
1.6.1 During use of the Puncture Set

(Sub-) mucosal injury

During puncture, the Puncture Needle or the Guidewire could cause a (sub) mucosal injury if the
Pharynx Protector is not located in its correct position, or if the puncture is made incorrectly. In case of
suspicion of (sub)mucosal damage, it is recommended that the patient receives a prophylactic course of
postoperative antibiotics and is fed through a nasogastric tube or similar to allow healing.

Re-puncture

If the Pharynx Protector is not positioned appropriately when puncturing, or if, for any other reasons,
there is need for re-puncture, the tissue should be assessed for possible sub-mucosal injury and the
puncture procedure repeated with the Pharynx Protector positioned correctly.

Forgot to remove the Pharynx Protector

If the Puncture Dilator is connected to the Guidewire prior to removal of the Pharynx Protector, the
procedure cannot be completed. If this occurs, detach the Puncture Dilator from the Guidewire and
remove the Pharynx Protector. Also see Reloading below.

Reloading

In some cases, reloading of the Puncture Dilator may be necessary; e.g., if the voice prosthesis is pulled
completely through the puncture during prosthesis placement. The reloading procedure is described in
section 2.2.3 and illustrated in Fig. 4.

1.6.2 During use of the voice prosthesis
Dislodgement of the voice prosthesis— Dislodgement can be caused by infection and/or edema of the

TE-puncture, granulation around the puncture or hypertrophic scarring around the puncture. Dislodgement
might lead to aspiration or ingestion of the prosthesis. See below.



Aspiration of the prosthesis — Accidental aspiration of the voice prosthesis or other components of the
voice rehabilitation system may occur. As with any other foreign body, complications from aspiration of
a component may cause obstruction or infection. Immediate symptoms may include coughing, wheezing
or other abnormal breathing sounds, dyspnea, and respiratory arrest, partial or inadequate air exchange
and/or asymmetrical chest movement with respiration. Complications may include pneumonia, atelectasis,
bronchitis, lung abscess, bronchopulmonary fistula and asthma.

If the patient can breathe, coughing may remove the foreign body. Partial airway obstruction or
complete airway obstruction requires immediate intervention for removal of the object. If aspiration of
the device is suspected, a CT scan of the lungs should be performed to confirm aspiration and locate
the device. If the CT scan confirms aspiration of the device, the device may be retrieved endoscopically
using a non-toothed grasping forceps.

The silicone housing of the Vega voice prosthesis can also be located endoscopically. On a CT scan
and during endoscopy, the device may appear as a oval shape with an opening in the middle with an
outer diameter of about 10-17 mm (the flanges of the device), or as a cufflink shape with a shaft length
of 8, 10, 12.5 or 15 mm, depending on the size of the device. During endoscopy, reflections from the
light source on the clear silicone rubber may be seen. Also, in prostheses that have been in situ for some
time, white or yellow appearing Candida deposits may be visible on the device.

Ingestion of the prosthesis — Accidental ingestion of the voice prosthesis, or other components of
the voice rehabilitation system, may occur. As with any other foreign body, the symptoms caused by
ingestion of the prosthesis or a component of the voice rehabilitation system depends largely on size,
location, degree of obstruction (if any) and the length of time it has been present. Ingested components
that have remained in the lower esophagus may be removed by esophagoscopy or observed for a short
period of time. The object may pass spontaneously into the stomach. Foreign bodies that pass into the
stomach usually pass through the intestinal tract. Surgical removal of foreign bodies from the intestinal
tract must be considered when bowel obstruction occurs, bleeding is present, perforation occurs or the
object fails to pass through the intestinal tract.

Spontaneous passage of the device may be awaited for 4-6 days. The patient should be instructed
to observe the stools for the ingested device. If the device does not pass spontancously, or if there are
signs of obstruction (fever, vomiting, abdominal pain) a gastroenterologist should be consulted. The
silicone housing of the Vega voice prosthesis can be located and retrieved endoscopically. The device
may be retrieved by using a non toothed grasping forceps. During endoscopy, the device may appear as
a oval shape with an opening in the middle with an outer diameter of about 10-17 mm (the flanges of the
device), or as a cufflink shape with a shaft length of 8, 10, 12.5 or 15 mm, depending on the size of the
device. Reflections from the light source on the clear silicone rubber may be seen. In prostheses that have
been in situ for some time, white or yellow appearing Candida deposits may be visible on the device.

Infection and/or edema of the TE-puncture — Infection, granulation formation and/or edema of
the puncture may increase the length of the puncture tract. This may cause the prosthesis to be drawn
inward and under the tracheal or esophageal mucosa. Inflammation or overgrowth of the esophageal
mucosa may also cause the prosthesis to protrude from the puncture. Temporary replacement of the
prosthesis by a prosthesis with a longer shaft is then advisable. If standard medical treatment does not
resolve the infection, the prosthesis should be removed. In some cases stenting the puncture with a
catheter might be considered. If the puncture closes spontaneously re-puncture for insertion of a new
prosthesis may be required.

Granulation around the puncture — Formation of granulation tissue around the TE-puncture has
been reported at an incidence of about 5%. Electrical, chemical, or laser cauterization of the area of
granulation may be considered.

Granulation/Hypertrophic scarring around the puncture — Bulging of the tracheal mucosa over the
tracheal flange may occur if the prosthesis is relatively short. This excess tissue may be removed by
using a laser. Alternatively, a prosthesis with a longer shaft can be used.

Protrusion/extrusion of the prosthesis — Protrusion of the prosthesis and subsequent spontaneous
extrusion is sometimes observed during infection of the TE-puncture. Removal of the prosthesis is
required to avoid dislodgement into the trachea. The puncture may close spontaneously secondary to
the removal of the prosthesis. Re-puncture may be necessary for insertion of a new prosthesis.

Tissue damage — If the prosthesis is too short, too long, or is pushed frequently against the esophageal
wall by a laryngectomy tube, stoma button, or the patients’ finger, damage of the puncture, tracheal and/
or esophageal tissues may occur. Inspect the conditions regularly to avoid severe damage.

Leakage through the valve — Leakage through the prosthesis may occur because:

¢ Candida overgrowth near the valve seat and valve flap may lead to incomplete closure of the
valve flap, which causes leakage through the device. This is a normal event in prosthetic voice
rehabilitation and an indication to replace the voice prosthesis.

« Stronger negative pressure in the PE-segment occurs during swallowing. To investigate this,
transstomal inspection of the valve flap of the prosthesis should be performed during swallowing.

Leakage around the prosthesis — Transient leakage around the prosthesis may occur and may resolve
spontaneously. The most common reason is that the prosthesis is too long, which is solved by inserting
a shorter prosthesis. If the problem is not solved by inserting the correct length prosthesis, other factors
that may affect tissue integrity in the area of the TE puncture (for example gastroesophageal reflux or
thyroid function) should be considered, evaluated, and treated. In enlarged punctures with reduced
retention strength other conventional treatment methods such as the injection of fillers (e.g., collagen) or
temporary removal of the voice prosthesis, should be considered. If the leakage around the voice prosthesis
is intractable, more conservative measures, such as surgical closure of the puncture may be necessary.

2. Instructions for use
Please see accompanying Illustration manual for illustrations referenced in this Instructions for Use.

For a visual overview of the different procedures you can find links to video animations under the
section headings below.

Caution: The videos do not replace nor do they set forth the complete contents of the Instructions for
Use and /or Prescriber Information, and are not a substitute for reviewing the entire contents of the
Instructions for Use. The videos are only intended to further enhance the understanding of the procedure
after review of the Instructions for Use.

2.1 Preparation
Prior to the puncture always determine what size and diameter of voice prosthesis to use. The appropriate size
and diameter depends on the anatomy of the patient, local medical practice and preference of the surgeon.

2.2 Operating instruction

Check the integrity of the sterile package. Do not use the product if the package is damaged or opened.
Unsterile product may cause infection.



2.2.1 Primary puncture and prosthesis placement
www.atosmedical.com/primary-puncture

1.

2.

11.

12.

After removal of the larynx and creation of the tracheostoma, before closure of the pharynx, insert
the Pharynx Protector in the open pharynx/esophagus (Fig. 2.1).

Verify the correct location for the TE puncture by palpating the inside of the trachea at the desired
puncture site. The oblique front opening of the Pharynx Protector (or the slit on the upper side,
depending on surgical technique) should be felt during palpation (Fig. 2.2).

Insert the Puncture Needle at the correct puncture site (about 8-10 mm from the edge of the
tracheostoma) until the tip of the needle reaches the inner lumen of the Pharynx Protector (Fig. 2.3).
If an endotracheal tube is in situ, this tube should be removed if it obstructs proper dilatation and
integral placement of the voice prosthesis.

Insert the Guidewire into the hub of the Puncture Needle. Push the Guidewire through the needle
until it extends approx. 20 cm out from the lumen of the Pharynx Protector (Fig. 2.4).
WARNING: Always verify that the Guidewire comes out through the lumen of the Pharynx Protector.
Otherwise there is a risk for (sub) mucosal damage and the procedure needs to be restarted (see
Adverse Events and Troubleshooting Information as well as Instructions for Reload of the Puncture
Set).

Remove the Puncture Needle (Fig. 2.5).

CAUTION: Always remove the needle before removing the Pharynx Protector. There is a risk for
damaging the esophageal tissue otherwise.

Remove the Pharynx Protector. Only the Guidewire should remain in situ before continuing (Fig. 2.6).
Insert the Guidewire extending from the esophageal side into the narrow end of the Puncture Dilator
and push the Guidewire through the Puncture Dilator until it extends approx. 10 cm through the
Puncture Dilator exit hole (Fig. 2.7).

Grab the tip of the Guidewire and insert it in the hole next to the exit hole (Fig. 2.8).

Tighten the Guidewire by pulling it from the narrow end of the Puncture Dilator and verify that it
is secured to the Puncture Dilator (Fig. 2.9).

. Using a continuous, smooth motion; dilate the puncture site by carefully pulling the Guidewire

through the puncture. During dilatation, support the TE tissue (for example with two fingers) to
reduce dilatation force. For better control, firmly grasp the Guidewire close to the Puncture Dilator
(Fig. 2.10).

CAUTION: Dilatation and integral placement of the voice prosthesis should be carried out in the
anterior/caudal direction with limited lateral movement in order to limit the force applied to the TE
wall.

In the same continuous, smooth motion, carefully pull the Guidewire, Puncture Dilator and the
Puncture Dilator loop through the puncture. The Puncture Dilator loop folds the tracheal flange
of the voice prosthesis as the loop is pulled over the flange and through the puncture. The tracheal
flange unfolds in the trachea when the loop releases it (Fig. 2.11).

Stop pulling immediately when the tracheal flange is released by the Puncture Dilator loop. If the
tracheal flange does not unfold completely, it can be rotated in place using two non-toothed hemostats.
Grasp the tracheal flange of the voice prosthesis with a non-toothed hemostat, turn the prosthesis
in the correct position, and cut the safety strap (Fig. 2.12).

2.2.2 Secondary puncture and prosthesis placement
www.atosmedical.com/secondary-puncture-and-prosthesis-placement

The Pharynx Protector (Fig. 1.1) included in the Provox Vega Puncture Set is not used during secondary
puncture.

1.

10.

Choose an instrument (e.g., a rigid endoscope) which can function as;

a. aprotector when the needle is penetrating the TE wall and

b. a guide for the correct location of the TE puncture and

c. ameans to facilitate a safe passage of the Guidewire when it is passed through the pharynx and
out of the mouth.

Introduce the instrument into the esophagus (Fig. 3.1). If an endotracheal tube is in situ, this tube

should be removed if it obstructs proper dilatation and integral placement of the voice prosthesis.

CAUTION: Always make sure that the instrument selected for pharynx protection does contains

a lumen for safe passage of the Guidewire. Otherwise, there is risk for (sub) mucosal damage.

Verify the correct location of the instrument by palpating the trachea at the intended puncture site.

For additional visual and/or transilluminated guidance, a flexible endoscope could be used (Fig.

3.2).

Insert the Puncture Needle at the correct puncture site (about 8-10 mm from the edge of the

tracheostoma) until the tip of the needle reaches the inside wall of the instrument (Fig. 3.3).

Insert the Guidewire into the hub of the Puncture Needle. Push the Guidewire into the needle, up

through the lumen of instrument until it extends approx. 20 cm out through the distal end of the

instrument (Fig. 3.4).

WARNING: Always verify that the Guidewire comes out through the lumen of the instrument

chosen for pharynx protection. Otherwise there is a risk for (sub) mucosal damage and the procedure

needs to be restarted (see Adverse Events and Troubleshooting Information as well as Instructions

for Reload of the Puncture Set).

Remove the Puncture Needle (Fig. 3.5).

CAUTION: Always remove the needle before removing the instrument. There is a risk for damaging

the esophageal tissue otherwise.

Remove the instrument used for pharynx protection. Only the Guidewire should remain in situ

before continuing (Fig. 3.6).

From the cranial side, insert the Guidewire into the narrow end of the Puncture Dilator and push the

Guidewire until it extends approx. 10 cm through the Puncture Dilator exit hole (Fig. 3.7).

Grab the tip of the Guidewire and insert it in the hole next to the exit hole of the Puncture Dilator

(Fig. 3.8).

Tighten the Guidewire by pulling it from the narrow end of the Puncture Dilator and verify that it

is secured to the Puncture Dilator (Fig. 3.9).

CAUTION: Ensure that the Guidewire is tightly secured in the Wirelock of the Puncture Dilator.

If the Guidewire is not securely locked into the Wirelock, the Guidewire could separate from

the Puncture Dilator and the Puncture Dilator may end up in the esophagus requiring retrieval

using additional instruments (e.g., laryngeal forceps).

Using a continuous, smooth motion; dilate the puncture site by carefully pulling the Guidewire

through the puncture site until the thick end of the Puncture Dilator has passed the puncture. During

dilatation, support the TE tissue (for example with two fingers) to reduce dilatation force. For better

control, firmly grasp the Guidewire close to the Puncture Dilator (Fig. 3.10).

CAUTION: Dilatation and integral placement of the voice prosthesis should be carried out in the

anterior/caudal direction with limited lateral movement in order to limit the force applied to the TE

wall.



11. In the same continuous, smooth motion, carefully pull the Guidewire, Puncture Dilator and the
Puncture Dilator loop through the puncture. The Puncture Dilator loop folds the tracheal flange
of the voice prosthesis as the loop is pulled over the flange and through the puncture. The tracheal
flange unfolds in the trachea when the loop releases it (Fig. 3.11).

Stop pulling immediately when the tracheal flange is released by the Puncture Dilator loop. If the
tracheal flange does not unfold completely, it can be rotated in place using two non-toothed hemostats.

12. Grasp the tracheal flange with a non-toothed hemostat, turn the prosthesis in the correct position
and cut the safety strap (Fig. 3.12).

2.2.3 Reload of the Puncture Set
www.atosmedical.com/reload-of-the-puncture-set

CAUTION: Reload of the Provox Vega Puncture Set must not be performed if the voice prosthesis
safety strap has been cut or damaged during the first placement attempt.

If the procedure needs to be restarted the Provox Vega Puncture Set can be reloaded.

In order to reload the system:

1. Push the Guidewire from the narrow end of the Puncture Dilator until the Guidewire loosens from
the Wirelock (Fig. 4.1-4.2).

2. Pull the Guidewire through the Puncture Dilator (Fig. 4.3).

3. Reload the Vega voice prosthesis in the Puncture Dilator ring (Fig. 4.4).
WARNING: The safety strap and tracheal flange of the voice prosthesis must be oriented towards the
Puncture Dilator strap and the Wirelock when it is inserted into the Puncture Dilator loop (Fig. 4.4).

4. Ifneeded, the Guidewire can be straightened to facilitate reinsertion.

5. Proceed according to “2.2 Operating Instructions”.

2.3 Cleaning and sterilization
The surgical components in the puncture set, as well as the voice prosthesis, are provided sterile (EO)
and are intended for single use only and can NOT be cleaned or resterilized.

After placement, the voice prosthesis requires regular cleaning by the patient while the prosthesis
remains in situ (see prosthesis maintenance below).

2.4 Important patient information

Inform the patient that:

« After a prosthesis placement traces of blood may be found in the sputum.

« Occasionally, mild leakage through or around the prosthesis may occur in the first weeks after
insertion of a prosthesis. This often resolves spontaneously and does not require immediate
replacement of the prosthesis.

« Speech training sessions with a speech language pathologist are advised in order to acquire optimal
voice sound, fluent speech, and optimal intelligibility.

Ensure that the patient understands to contact their clinician if:

» Any changes in the appearance of the material of the prosthesis or in the way it fits in the puncture
occur.

« Leakage occurs during eating and/or drinking, and cleaning the prosthesis does not help. Provox
Vega Plug can be used for temporary preventing leakage during eating and drinking until the device
can be replaced.

« Speaking becomes difficult (requires higher effort) and cleaning does not help.

« There are any signs of inflammation or tissue change at or near the puncture tract.

« Bleeding or overgrowth of tissue around the device.

< Persistent pain or discomfort in the region of the Vega voice prosthesis.

« Chronic cough, trouble breathing, or blood in the mucus. These can be signs of a serious health
conditions that requires medical attention.

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

The patient should clean the prosthesis at least twice a day and after each meal with the Provox Brush
by inserting the brush into the prosthesis and moving it gently back and forth with a twisting movement.
After the brush is removed it should be wiped with a gauze. The procedure can be repeated as often as
necessary. For details and how to clean the brush see Instructions for Use that come with the Provox
Brush. In addition to using the Provox Brush, the patient may also clean the Provox Vega voice prosthesis
with the Provox Flush. The Provox Flush can be used with drinking water or air. For details and how to
clean the Provox Flush see Instructions for Use that come with the Provox Flush.

Compatibility with antifungal substances
In most cases treatment with antifungal agents should not be indicated but may be considered as a
preventive measure if excessive candida overgrowth occurs on the prosthesis.

An unknown variety of chemical substances may influence the material properties of the device.
Therefore, the introduction of antifungal medicines or drugs directly to or within close proximity of the
voice prosthesis should be carefully assessed.

Laboratory testing shows no negative influence on the function of the Vega voice prosthesis and
components when using the following antifungal medications: Nystatin, Fluconazole and Mikonazol.

Cleaning and disinfection of the accessories

The accessories should be cleaned after each use and disinfected at least once a day according to their
Instructions for Use. During hospitalization there is an increased risk of device contamination and
patient infection. Therefore, during hospitalization, it is important to clean and disinfect the accessories
immediately after use and again just before use, and rinse using sterile water, rather than tap water.

For details and how to clean the Provox Accessories see Instructions for Use that accompanies the Provox
Accessories.

2.5 Device lifetime of the Provox Vega voice prosthesis

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.

Candida overgrowth of the prosthesis occurs in almost all patients. Radiotherapy, salivary content
and dietary habits may influence how rapidly Candida can affect the silicone material and cause leakage
through the prosthesis or other incompetence of the valve. Also see; Prosthesis maintenance under
section 2.4 Important patient information.

The prosthesis is not a permanent implant, and requires periodic replacement. 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 prosthesis and especially the silicone material of the device will be
affected by e.g., bacteria and Candida, and the structural integrity of the device will eventually deteriorate.



Indications for replacement of the Provox Vega voice prosthesis include leakage through the valve,
blockage of the prosthesis, bacterial and candidal overgrowth leading to degradation of the materials
and/or excessive pressure needed to obtain speech. Other reasons for earlier replacement could include
medical indications such as problems with the puncture tract. Also see section 1.6 Adverse events and
troubleshooting information / 1.6.2 During use of the voice prosthesis.

2.6 Disposal

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

2.7 Accessories

Provox accessories are designed to be safe and effective for use with the Provox Vega voice prostheses.
Do not use other devices since they may cause patient harm or product malfunction.

Accessories to maintain the device function (for patient use)

Provox Brush/Provox Brush XL: is used by the patient to clean the inside of the prosthesis.
Provox Flush: An additional cleaning device for patient use that allows flushing of the prosthesis.
Provox Plug: A tool for patient use that temporarily blocks the voice prosthesis.

Please see www.atosmedical.com or contact your local distributor for more info.

3. 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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Skatiet papildinoSo ilustraciju rokasgramatu, lai uzzinatu vairak par ilustracijam, kas ieklautas
$ajos lietoSanas noradijumos.

Stomas elpcelu parvaldiba
Arkartas situacijas
Ir svarigi, lai neatlickamas palidzibas personals zinatu, ka elpojat caur kaklu. Tas viniem palidzgs noteikt,

ka skabekla padeve un elpinasana javeic caur stomu, nevis jisu muti vai degunu.
Tesakam jums un jusu arstam lejupieladét elpinasanas vadlinijas no www.at dical.com/r breathing

Planveida situacijas
Ja jums ir vajadziga procediira, kura nepiecieSama intubacija (trahejas ievadiSana elpvada), ir loti svarigi,
lai anesteziologs un arsts, kurs veic procediiru, biitu informéts, ka elpojat caur kaklu un izmantojat balss
protézi. Viniem ir svarigi saprast, ka balss protézei japaliek tai paredzetaja vieta. Ja ta tiek nonemta,
§kidrumi no jisu mutes, baribas vada vai kunga var ieklat elpvada.

Ir loti svarigi intubacijas cauruliti ievietot un iznemt uzmanigi, lai balss protéze neatvienotos vai
netiktu izstumta.

1. Aprakstosa informacija
1.1. Lietosanas indikacijas

Provox Vega Puncture Set ir ierice primaras vai sekundaras traheoezofagealas (TE) punkcijas veik$anai
pacientiem, kam bijusi laringektomija, izmantojot Provox Vega balss protézes integrétu ievieto$anu.

Provox Vega balss protéze ir sterila, vienreizlietojama, ilglaiciga balss protéze, kas paredzéta balss

rehabilitacijai péc balsenes kirurgiskas iznems3anas (laringektomijas). Balss protézes tirisanu veic
pacients, kamé@r protéze atrodas in situ.

1.2. KONTRINDIKACIJAS

Neizmantojiet Provox Vega Puncture Set, ja pacientam ir anatomiskas anomalijas, kas var traucét drosu
TE sienas punkciju vai drosu protézes ievietoSanu (pieméram, nopietna stenoze vai fibroze punkcijas
vietd), jo tas var izraisit audu bojajumus.

Neizmantojiet Provox Vega Puncture Set sekundarai TE punkcijai, ja pacients cie§ no smaga trisma,
kas nelauj pienacigi pasargat faringalo sienu. Ja neizdodas pasargat rikles galu punkcijas laika, tas var
izraisit neparedzétas faringalo/baribas vada audu traumas.

1.3. lerices apraksts

Provox Vega Puncture Set ir ierice, kas paredz&ta primaras vai sekundaras TE punkcijas izveidoSanai ar
talaku punkcijas izpleSanu Iidz platumam, kas sekmg icklautas Provox Vega balss protézes ievietosanu.
Provox Vega balss protéze ir ieprieks uzstadita uz punkcijas dilatatora, kas ir dala no ierices.

Provox Vega Puncture Set ir paredzéta tikai vienreizgjai lietoSanai, un iepakojuma ir $adi sterili priekSmeti

blisteriesainojuma (1. attéls):

« 1 Pharynx Protector (1.1. attls), aizsargierice, kas izgatavota no caurspidiga termoplasta;

1 punkcijas adata (1.2. attgls), kas izgatavota no kirurgiska neriisgjosa térauda;

« 1 Guidewire (1.3. att€ls), vaditajstiga, kas izgatavota no ieprieks krasota fluoroplasta;

* 1 punkcijas dilatators ar 1 iepriek§ uzstaditu Provox Vega balss protézi (1.4. att€ls). Punkcijas
dilatators ir izgatavots no termoplasta elastoméra un polipropiléna, Vega balss protéze ir izgatavota
no mediciniskas silikona gumijas un fluoroplasta.

Ieprieks uzstaditajam punkcijas dilatatoram ir $adas funkcionalas Tpasibas un sastavdalas:

« dilatators (1.4.1. att€ls);

« dilatatora satveres siksnina (1.4.2. attels), kas savieno dilatatoru un balss protézes saskarni;

« dilatatora cilpa (1.4.3. attls), kas veido balss protézes saskarni;

« stieples fiksators (1.4.4. attls), kas satur saskarnes uz balss protézes drosibas siksninu (1.4.6. attgls)
un Guidewire;

* Provox Vega balss protéze (1.4.5. att€ls) ar tas dro§ibas siksninu (1.4.6. att€ls), kas savienota ar
stieples fiksatoru un novietota, lai balss protézes trahejas atloks (1.4.7. attels) atrastos pret stieples
fiksatoru.

Provox Vega balss prot€ze satur vienvirziena varstuli, kas tur TE punkciju atvértu runas funkcijas
veikSanai, samazinot risku, ka &diens un 8kidrumi varétu ieklat traheja.
Provox Vega balss protéze nav pastavigs implants, un ta ik péc laika ir janomaina. Protéz&m ir dazadi
diametri un vairaki izmeri.
Komplekta ietilpst $adi nesterili priek§meti:
1 lietoSanas noradijumu eksemplars — Provox Vega Puncture Set
(ieskaitot 1 ilustraciju rokasgramatu)
« 1 Provox Vega pacienta rokasgramata
* 1 Provox Brush (suka) izméra, kas atbilst balss protézei
« 1 Provox Brush lietosanas noradijumu eksemplars

1.4. BRIDINAJUMI

Pirms operacijas

* NEIZMANTOJIET produktu, ja iepakojums ir bojats vai atvérts. Nesterils produkts var izraisit
infekciju.

* NEIZMANTOJIET ATKARTOTI un NESTERILIZEJIET ATKARTOTI ne ar kadam
metodem. ST ierice ir paredzéta tikai vienreizgjai lietoSanai. Atkartota lietoSana var izraisit
savstarpgju piesarnoSanos. TiriSana un atkartota sterilizacija var izraisit ierices strukturalus
bojajumus.

« TURPINIET loti uzmanigi, ja pacientam ir bijusi staru terapija ar vienlaicigu kimijterapiju vai
bez tas. Sie apstakli palielina ar punkciju saistitu komplikaciju risku (piemeram, paplaginasanas,
granulacijas, atrofijas). Tade] parliecinieties, ka audu integritate ir pietickama, lai izveidotu
TE punkciju.
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Operacijas laika

Visparigi

+ PARLIECINIETIES, ka Pharynx Protector ir ievietots gana dzili baribas vada pirms primaras
TE punkcijas veikSanas, palp&ot TE sienu. Punkcija bez pienacigas Pharynx Protector
poziciongSanas var izraisit audu bojajumus.

+ PARLIECINIETIES, ka Guidewire ir ievietota caur adatu un caur Pharynx Protector liimenu,
lai ta netraumétu TE sienu.

+ PARLIECINIETIES, ka punkcijas adata tick nonemta pirms Pharynx Protector nonemsanas.
Punkcijas adata var izraisit audu bojajumus, ja rikles gals netiek pienacigi pasargats.

+ PARLIECINIETIES, ka punkcijas dilatators ir uzstadits uz Guidewire baribas vada gala, nevis
trahejas gala. Dilatacija ir javeic virziena no aizmugures uz prieksu. Dilatacija nepareiza virziena
izraisa apverstu balss protézes ievietoSanu, kas izraisa aspiraciju un nespgju runat.

* NEATVELCIET Guidewire atpakal caur punkcijas adatu. Var biit iespg&jami Guidewire bojajumi,
nobide un/vai skrapgjumi. Ja Guidewire ir jaatvelk, iznemiet Guidewire un punkcijas adatu
vienlaikus, ka vienu veselumu, lai noveérstu punkcijas adatas izraisitus Guidewire bojajumus.

* NEIZMANTOJIET knaibles ar zobiem vai citus instrumentus, kas varétu sabojat produktu.

Sekundara punkcija

* NEIZMANTOJIET ieklauto Pharynx Protector sekundaro punkciju laika. Tas ir paredzets
lietosanai tikai primaro punkciju laika.

+ PARLIECINIETIES, ka faringalie/baribas vada audi ir pienacigi pasargati, pieméram, izmantojot
nelokamu endoskopu pirms sekundaras TE punkcijas veik$anas.

Péc operacijas
Balss protézes lietosana
Var biit iespgjama Provox Vega balss protézes atvienoSanas vai ekstriizija no TE punkcijas un talaka

uznemsana ar partiku, aspiracija vai audu bojajumi. Lai iegtitu vairak informacijas par Siem gadfjumiem
un to, ka tos noverst, skatiet sadalu ,,Informacija par nevélamiem notikumiem un problému novérsanu”.

Lai samazinatu atvienoSanas vai ekstriizijas risku un tas potencialas sekas:

+ IZVELIETIES pareizo protézes izméru (tas ir, garumu). Ciesi piegulosa ierice parak Tsas balss
protézes d€] var izraisit audu atmir§anu un ekstriziju.

+ INSTRURJIET pacientu apkopes veikSanai izmantot tikai originilos Provox piederumus ar
atbilstosu izm&ru un diametru (piem&ram, Brush, Flush, Plug) un izvairities no visu citu veidu
manipulacijam.

+ INSTRURJIET pacientu, ka audu tiiskas un/vai iekaisuma/infekcijas pazimju gadijuma ir
nekavéjoties jasazinas ar arstu.

+ IZVELIETIES laringektomijas caurulites vai stomas pogas, ja tadas tiek lietotas, ar piemérotu
formu, kas neizdara spiedienu uz protézi lietosanas laika vai neaizkeras aiz protézes trahejas atloka
caurulites vai pogas ievieto$anas un iznemsanas laika.

1.5. PIESARDZIBAS PASAKUMI

Vienmér noveértgjiet audu piemérotibu TE punkcijas vieta. Ja audi nav pietieckami piemg@roti, pieméram,
parmérigu rétaudu vai starojuma fibrozes d&l, turpiniet loti uzmanigi un partrauciet procediru,
ja TE punkcijas dilatacija prasa parak daudz speka.

+ UZMANIGI NOVERTEJIET pacientus ar asins recéSanas traucgjumiem vai pacientus, kam tiek
veikta antikoagulantu terapija, pirms sekundaras punkcijas un protézes novieto$anas asinosanas vai
hemoragijas riska dgl.

+ VIENMER IZMANTOJIET aseptisku metodi, rikojoties ar Puncture Set, lai samazinatu
infekceijas risku.

* NONEMIET Pharynx Protector, pirms sakat dilataciju. Ja m&ginasit veikt procediru, nenonemot
Pharynx Protector, tad balss protéze var iespriist Pharynx Protector ieksieng.

+ PARLIECINIETIES, ka Guidewire ir pienacigi vitnota un blok&ta paredzétaja pozicija stieples
fiksatora. Ja nav nodroSinata pareiza blokéSana, Guidewire var atvienoties no stieples fiksatora,
nelaujot pabeigt procediiru.

* DARBOJIETIES [énam visu laiku un bez parmeérigas speka lietoSanas dilatacijas un protézes
ievietoSanas laika. Pret&ja gadijuma var rasties audu bojajumi.

* ATBALSTIET TE audus dilatacijas laika. Pretgja gadijuma var rasties parravums. TE audu
parravuma gadijuma TE punkcijas procediira ir japartrauc un parravums ir nekav&joties jasasuj.
TE punkciju drikst atkartot tikai p&c pienacigas audu sadzisanas.

+ ATKARTOTI NEIELADEJIET péc tam, kad protézes drosibas siksnina ir nogriezta, jo tada
gadijuma dro$ibas mehanismu apdraud balss protézes dislokacijas risks procediiras laika.

1.6. Informacija par nevélamiem notikumiem un problemu
novérsanu
1.6.1. Puncture Set lietosanas laika

(Sub)mukoza trauma

Punkcijas laika punkcijas adata vai Guidewire var izraisit (sub)mukozu traumu, ja Pharynx Protector
atrodas nepareiza pozicija vai ja punkcija tiek veikta nepareizi. Ja rodas aizdomas par sub(mukozu)
bojajumu, pacientam ir ieteicams iziet profilaktisku pecoperacijas antibiotiku kursu un sanemt baribu
caur nazogastralo zondi vai lidzigu ierici, lai veicinatu sadzisanu.

Atkartota punkcija

Ja Pharynx Protector punkcijas laika nav pareizi pozicion&ta vai citu iemeslu dél ir nepieciesama
atkartota punkcija, ir janoverte, vai audiem nav sub(mukozu) traumu, un punkcijas procediira jaatkarto
ar pareizi pozicionétu Pharynx Protector.

Ja ir aizmirsts nonemt Pharynx Protector

Ja pirms Pharynx Protector nonemsanas punkcijas dilatators ir savienots ar Guidewire, procediiru nevar
pabeigt. Ja ta noticis, atvienojiet punkcijas dilatatoru no Guidewire un nonemiet Pharynx Protector.
Skatiet arT sadalu ,,Atkartota iclade”.

Atkartota ielade
Dazkart var biit nepiecieSama atkartota punkcijas dilatatora ielade, piemé&ram, ja balss protéze tick

pilniba izvilkta cauri punkcijai protézes ievieto$anas laika. Atkartotas ielades procedira ir aprakstita
2.2.3. sadala un ilustréta 4. att€la.



1.6.2. Balss protézes izmantosanas laika

Balss protézes atvieno$anas. AtvienoSanos var izraisit TE punkcijas infekcija un/vai tiiska, granulacija
ap punkcijas vietu vai hipertrofiskas rétas ap punkcijas vietu. Atvienosanas var veicinat protézes aspiraciju
vai uznemsanu ar partiku. Sk. talak.

Protézes aspiracija. Ir iespgjama nejausa balss protezes vai citu balss rehabilitacijas sistémas sastavdalu
aspiracija. Ka jebkuriem citiem sveSkermeniem, sastavdalas aspiracijas izraisitas komplikacijas var
izraisit obstrukciju vai infekciju. Neatlickami aspiracijas simptomi ir, pieméram, klepoSana, sck3ana vai
citas neparastas elpoSanas skanas, aizdusa un elpoSanas apstasanas, dalgja vai nepilniga gaisa apmaina
un/vai asimetriskas kriiSu kustibas elpojot. Komplikacijas var b, pieméram, pneimonija, atelektaze,
bronhits, plausu abscess, bronhopulmonara fistula un astma.

Ja pacients var elpot, pastav iesp&ja atbrivoties no sveSkermena klepojot. Dalgjas elpcelu obstrukcijas
vai pilnigas elpcelu obstrukcijas gadijuma ir nepiecieSama neatliekama iejauksanas, lai iznemtu objektu.
Ja ir aizdomas par ierices aspiraciju, ir javeic plausu datortomografija, lai apstiprinatu aspiraciju un
noteiktu ierices atraanas vietu. Ja datortomografija apstiprina ierices aspiraciju, ierice var tikt atgiita
endoskopiski, izmantojot bezzobu satverSanas pinceti.

ArT Vega balss protézes silikona apvalks var tikt atrasts endoskopiski. Datortomografija un endoskopijas
laika ierice var paradities ka ovala figiira ar atvérumu vida, kuras argjais diametrs ir aptuveni 10—17 mm
(ierices atloki), vai ka aprocu pogai lidziga figiira ar varpstas garumu 8, 10, 12,5 vai 15 mm atkariba
no ierices izméra. Endoskopijas laika uz caurspidigas silikona gumijas var biit redzami atspidumi no
gaismas avota. Ari protézém, kas kadu laiku ir atradusas in situ, uz ierices var bit redzami balti vai
dzelteni Candida nosédumi.

Protézes noriSana ar partiku. Ir iesp&jama nejausa balss protézes vai citu balss rehabilitacijas sistémas
sastavdalu noriSana kopa ar partiku. Ka jebkuriem citiem sve§kermeniem, simptomi, ko izraisijusi protézes
vai balss rehabilitacijas sist€émas sastavdalas noriSana ar partiku, liela méra ir atkarigi no izméra, atraSanas
vietas, obstrukcijas pakapes (ja tada ir) un laika, cik ilgi sveskermenis atradies §ada pozicija. Ar partiku
noritas sastavdalas, kas palikusas zemak baribas vada, var tikt iznemtas, veicot ezofagoskopiju, vai isu
laika periodu tikt novérotas. Objekts var negaiditi nonakt kungi. Sveskermeni, kas noklust kung, parasti
virzas caur zarnu traktu. Ja notiek resnas zarnas obstrukcija, asinoSana, perforacija vai objekts nevar
izk]Git caur zarnu traktu, ir jaapsver kirurgiska sveskermena iznemsana no zarnu trakta.

Spontana ierices izkliSana var tikt gaidita 4-6 dienas. Pacients ir jainstrug, ka janovero izkarnijumi,
kur var atrasties norita ierice. Ja ierice neizklUst spontani vai ja ir obstrukcijas pazimes (drudzis, vemsana,
sapes védera), jakonsultgjas ar gastroenterologu. Vega balss protézes silikona apvalks var tikt atrasts un
atgiits endoskopiski. lerice var tikt atgfita, izmantojot bezzobu satverSanas pinceti. Endoskopijas laika
ierice var paradities ka ovala figtira ar atvérumu vidi, kuras argjais diametrs ir aptuveni 10—17 mm
(ierices atloki), vai ka aprocu pogai lidziga figlira ar varpstas garumu 8, 10, 12,5 vai 15 mm atkariba no
ierices izméra. Uz caurspidigas silikona gumijas var biit redzami atspidumi no gaismas avota. Protézém,
kas kadu laiku ir atradusas in situ, uz ierices var biit redzami balti vai dzelteni Candida nosédumi.

TE punkcijas infekcija un/vai tiiska. Punkcijas infekcija, granulacija un/vai tiska var palielinat
punkcijas trakta garumu. Tas var izraisit protézes ievilk§anu uz iek$pusi un zem trahealas vai baribas
vada glotadas. ArT baribas vada glotadas iekaisums vai apaugums var izraisit protézes izvirzis$anos no
punkcijas. Sada gadijuma ir ieteicams protézi Tslaicigi aizvietot ar protézi, kam ir garaka varpsta. Ja ar
standarta mediciniskas apriipes metodeém nevar likvidet infekciju, protéze ir jaiznem. Atseviskos gadijumos
var apsvert punkcijas stentéSanu ar katetru. Ja punkcija spontani aizveras, var biit nepiecieSama atkartota
punkcija jaunas protézes ievietoSanai.

Granulacija ap punkcijas vietu. Granulacijas audu veido$anas ap TE punkciju ir novérota 5% gadijumu.
Var tikt apsverta granulacijas zonas elektriska, kimiska apstrade vai apstrade ar lazeru.

Granulacija/hipertrofiskas rétas ap punkciju. Var bt iesp&jama trahejas glotadas izpleSanas par
trahejas atloku, ja protéze ir salidzinosi Tsa. Lickos audus var nonemt ar lazera palidzibu. Alternativs
risindjums ir izmantot protézi ar garaku varpstu.

Protézes protriizija/ekstriizija. Dazreiz TE punkcijas infekcijas laika tiek novérota protézes protriizija
un seciga spontana ekstriizija. Lai izvairitos no protézes atvienosanas traheja, protéze ir jaiznem. Péc
prot€zes iznemsanas punkcijas vieta var spontani aizverties. Jaunas prot€zes ievietoSanai var but
nepiecieSama atkartota punkcija.

Audu bojajumi. Ja protéze ir parak Tsa, parak gara vai ar laringektomijas cauruliti, stomas pogu vai
pacienta pirkstu bieZi tiek spiesta pret baribas vada sienu, ir iesp&jami punkcijas, trahejas audu un/vai
baribas vada audu bojajumi. Lai izvairitos no nopietniem bojajumiem, regulari parbaudiet Sos apstaklus.

Noplide caur varstuli. Nopliude caur protézi var notikt, jo:

¢ Candida parmériga augSana varstula ligzdas un varstula varsta tuvuma var izraisit nepilnigu
varstula varsta aizveérSanos, kas izraisa nopltdi caur ierici. Ta ir normala situacija protézes balss
rehabilitacija, un ta ir norade, ka balss protéze ir janomaina.

» Ri3anas laika ir spécigaks negativais spiediens PE segmenta. Lai to izmeklétu, riSanas laika javeic
protézes varstula varsta transstomala izmeklI€$ana.

Nopliide ap protézi. Islaiciga nopliide ap protézi ir iespéjama un var atrisinaties spontani. Visbiezakais
iemesls ir parak gara protéze, ko novers, ievietojot Tsaku protézi. Ja problému nevar noverst, ievietojot
pareiza izméra protézi, ir jaapsver, jaizverté un jaarste citi faktori, kas varétu ietekmét audu integritati
TE punkcijas vieta (pieméram, gastroezofageala refluksa slimiba vai vairogdziedzera funkcija). Pie
palielinatam punkcijam ar samazinatu retensijas speku ir jaapsver citas tradicionalas arstéSanas metodes,
piemé&ram, filleru (pieméram, kolag€na) injic€Sana vai Tslaiciga balss protézes iznemsana. Ja nopludi ap balss
protézi nevar noverst, var biit nepiecieSsamas konservativakas metodes, piem&ram, punkcijas aizvérsana.

2. Lietosanas noradijumi
Skatiet papildinoSo ilustraciju rokasgramatu, lai uzzinatu vairak par ilustracijam, kas ieklautas
$ajos lietoSanas noradijumos.

Lai apskatitu dazadu procediiru vizualu kopsavilkumu, zem nakamo sadalu virsrakstiem varat izmantot
saites uz video animacijam.

Uzmanibu! Sie video neaizstdj un neizklasta visu lieto$anas noradijumu saturu un/vai arsta nosiititaja
sniegto informaciju, un ar tiem nevar aizstat visa lieto$anas noradijumu satura parskatiSanu. Sie video ir
paredzeti tikai tadel, lai iegfitu labaku izpratni par procediiru pec tam, kad parskatiti lietoanas noradijumi.
2.1. Sagatavosana

Pirms punkcijas vienmér nosakiet, kada izm&ra un diametra balss protézi izmantot. Piemérotais izmérs un
diametrs ir atkarigs no pacienta anatomijas, viet&jas medicinas prakses un ta, kam kirurgs dod prieksroku.

2.2, Darba instrukcija
Parbaudiet sterila iepakojuma integritati. Neizmantojiet produktu, ja iepakojums ir bojats vai atverts.
Nesterils produkts var izraisit infekciju.
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2.2.1. Primara punkcija un protézes ievietosana
www.atosmedical.com/primary-puncture

1.

2.

o

12.

P&c balsenes iznemsanas un traheostomas izveides, pirms rikles gala aizvérSanas ievietojiet atvértaja
rikles gala/baribas vada Pharynx Protector (2.1. att€ls).

Parliecinieties par TE punkcijas pareizo atraSanas vietu, palpgjot trahejas iek$pusi vélamaja punkcijas
vieta. Pharynx Protector ieslipajam priek$puses atvérumam (vai, atkariba no kirurgiskas metodes,
ieSk€lumam augspusg) ir jabut sajitamam palpeSanas laika (2.2. attels).

Ievietojiet punkcijas adatu pareizaja punkcijas vieta (aptuveni 8—10 mm no traheostomas malas),
lidz adatas gals sasniedz Pharynx Protector iek$&jo limenu (2.3. attgls).

Ja endotraheala caurulite atrodas in situ, §T caurulite ir jaiznem, ja ta traucé pienacigu dilataciju un
pilnigu balss protézes ievietosanu.

levietojiet Guidewire punkcijas adatas kanilé. Spiediet Guidewire cauri adatai, lidz ta izvirzas
aptuveni 20 cm attaluma no Pharynx Protector limena (2.4. attéls).

BRIDINAJUMS. Vienmér parliecinieties, ka Guidewire izvirzas cauri Pharynx Protector limenam.
Pretgja gadijuma pastav sub(mukozu) bojajumu risks un procediira ir jasak no jauna (sk. sadalu
,Informacija par nevélamiem notikumiem un problému novérsanu” un ,,Puncture Set atkartota
ielade”).

Nonemiet punkcijas adatu (2.5. attéls).

UZMANIBU! Vienmér nonemiet adatu pirms Pharynx Protector nonemsanas. Pret&ja gadijuma
pastav risks bojat baribas vada audus.

Nonemiet Pharynx Protector. Pirms turpinat, in situ biitu japaliek tikai Guidewire (2.6. att€ls).

No baribas vada puses izejoso Guidewire ievietojiet punkcijas dilatatora Sauraja gala un stumiet
Guidewire caur punkcijas dilatatoru, 1idz vaditajstiga izvirzas aptuveni 10 cm garuma caur punkcijas
dilatatora izejas caurumu (2.7. attéls).

Satveriet Guidewire galu un ievietojiet to cauruma, kas atrodas blakus izejas caurumam (2.8. att€ls).
Nostipriniet Guidewire, pavelkot to no punkcijas dilatatora Saura gala, un parliecinieties, ka vaditajstiga
ir piestiprinata pie punkcijas dilatatora (2.9. attéls)

. Ar nepartrauktu, lidzenu kustibu veiciet punkcijas vietas dilataciju, uzmanigi velkot Guidewire cauri

punkcijas vietai. Dilatacijas laika atbalstiet TE audus (piem&ram, ar diviem pirkstiem), lai samazinatu
dilatacijas speku. Lai iegtitu labaku kontroli, ciesi satveriet Guidewire tuvu pie punkcijas dilatatora
(2.10. attels).

UZMANIBU! Balss protézes dilaticija un integrala ievietosana ir javeic virziena uz priek3u/prom
no galvas ar ierobezotam lateralam kustibam, lai ierobezotu speku, kas lietots uz TE sienu.

. Ar tadu pasu nepartrauktu, lidzenu kustibu uzmanigi velciet Guidewire, punkcijas dilatatoru un

punkcijas dilatatora cilpu cauri punkcijas vietai. Kad cilpa tiek vilkta pari atlokam un cauri punkcijas
vietai, punkcijas dilatatora cilpa noloka balss protézes trahejas atloku. Trahejas atloks atlokas traheja,
kad cilpa to atlaiz (2.11. attéls).

Nekavgjoties parstajiet vilkt, kad punkcijas dilatatora cilpa ir atbrivojusi trahejas atloku. Ja trahejas
atloks pilniba neatlokas, to var pagriezot novietot vieta, izmantojot divas bezzobu knaibles.
Satveriet balss protézes trahejas atloku ar bezzobu knaiblém, pagrieziet protezi, lai ta atrastos
pareizaja pozicija, un nogrieziet drosibas siksninu (2.12. attels).

2.2.2. Sekundara punkcija un protézes ievietosana
www.atosmedical.com/secondary-puncture-and-prosthesis-placement

Pharynx Protector (1.1. att€ls), kas ieklauts Provox Vega Puncture Set, netiek izmantots sekundaras
punkcijas laika.

1.

Izvelieties instrumentu (pieméram, nelokamu endoskopu), kas var funkcionét ka:

a. aizsargierice, kad adata iekltst TE siena, un

b. vaditajierice, lai iegtitu pareizo TE punkcijas atraSanas vietu, un

c. lidzeklis, ka sekmét drosu Guidewire celu, virzoties caur rikles galu un ara no mutes.

Saciet izmantot instrumentu baribas vada (3.1. attéls). Ja endotraheala caurulite atrodas in situ,
§1 caurulite ir jaiznem, ja ta traucé pienacigu dilataciju un pilnigu balss protézes ievietoSanu.
UZMANIBU! Vienmer parliecinieties, ka rikles gala aizsardzibai izvéletais instruments satur
lamenu dro§am Guidewire celam. Pretgja gadijuma pastav sub(mukozu) bojajumu risks.
Parliecinieties par instrumenta pareizo atraSanas vietu, palpgjot traheju vélamaja punkcijas vieta.
Lai iegtitu papildu vizualu un/vai izgaismotu vadibu, var izmantot lokamu endoskopu (3.2. attéls).
Ievietojiet punkcijas adatu pareizaja punkcijas vieta (aptuveni 8—10 mm no traheostomas malas),
lidz adatas gals sasniedz instrumenta iek$&jo sienu (3.3. attéls).

Tevietojiet Guidewire punkcijas adatas kanilé. Iespiediet Guidewire adata, aug8up caur instrumenta
limenu, lidz vaditajstiga izvirzas aptuveni 20 cm garuma caur instrumenta distalo galu (3.4. att€ls).
BRIDINAJUMS. Vienmér parliecinieties, ka Guidewire izvirzas cauri rikles gala aizsardzibai
izvéleta instrumenta limenam. Pretgja gadijuma pastav sub(mukozu) bojajumu risks un procediira
ir jasak no jauna (sk. sadalu ,,Informacija par nevélamiem notikumiem un problému novér§anu”
un ,,Puncture Set atkartota ielade”).

Nonemiet punkcijas adatu (3.5. attels).

UZMANIBU! Vienmér nonemiet adatu pirms instrumenta nonemsanas. Pret&ja gadijuma pastav
risks bojat baribas vada audus.

Nonemiet rikles gala aizsardzibai izmantoto instrumentu. Pirms turpinat, in situ butu japaliek tikai
Guidewire (3.6. attéls).

No galvas puses Guidewire ievietojiet punkcijas dilatatora Sauraja gala un stumiet Guidewire, lidz
vaditajstiga izvirzas aptuveni 10 cm garuma caur punkcijas dilatatora izejas caurumu (3.7. att€ls).
Satveriet Guidewire galu un ievietojiet to cauruma, kas atrodas blakus punkcijas dilatatora izejas
caurumam (3.8. attgls).

Nostipriniet Guidewire, pavelkot to no punkcijas dilatatora Saura gala, un parliecinieties, ka vaditajstiga
ir piestiprinata pie punkcijas dilatatora (3.9. attéls).

UZMANIBU! Parliecinieties, ka Guidewire ir ciesi nostiprinata punkcijas dilatatora stieples fiksatora.
Ja Guidewire nav ciesi nostiprinata stieples fiksatora, Guidewire var atdalities no punkcijas dilatatora,
un punkcijas dilatators var nonakt baribas vada, radot nepiecieSamibu to atgt, izmantojot papildu
instrumentus (pieméram, laringalu pinceti).

. Ar nepartrauktu, Iidzenu kustibu veiciet punkcijas vietas dilataciju, uzmanigi velkot Guidewire

caur punkcijas vietu, Iidz punkcijas dilatatora resnais gals ir ticis cauri punkcijai. Dilatacijas laika
atbalstiet TE audus (piem&ram, ar diviem pirkstiem), lai samazinatu dilatacijas speku. Lai iegiitu
labaku kontroli, ciesi satveriet Guidewire tuvu pie punkcijas dilatatora (3.10. attéls).
UZMANIBU! Balss protezes dilatacija un integrala ievietosana ir javeic virziena uz priek3u/prom
no galvas ar ierobezotam lateralam kustibam, lai ierobezotu spéku, kas lietots uz TE sienu.

. Ar tadu pasu nepartrauktu, lidzenu kustibu uzmanigi velciet Guidewire, punkcijas dilatatoru un

punkcijas dilatatora cilpu cauri punkcijas vietai. Kad cilpa tiek vilkta pari atlokam un cauri punkcijas
vietai, punkcijas dilatatora cilpa noloka balss protézes trahejas atloku. Trahejas atloks atlokas traheja,
kad cilpa to atlaiz (3.11. attéls).

Nekavgjoties parstajiet vilkt, kad punkcijas dilatatora cilpa ir atbrivojusi trahejas atloku. Ja trahejas
atloks pilniba neatlokas, to var pagriezot novietot vieta, izmantojot divas bezzobu knaibles.

. Satveriet trahejas atloku ar bezzobu knaibleém, pagrieziet protézi, lai ta atrastos pareizaja pozicija,

un nogrieziet dro§ibas siksninu (3.12. attels).



2.2.3. Puncture Set atkartota ielade
www.atosmedical.com/reload-of-the-puncture-set

UZMANIBU! Provox Vega Puncture Set atkartotu ieladi nedrikst veikt, ja balss protézes drosibas
siksnina ir nogriezta vai bojata pirma ievieto§anas méginajuma laika.

Ja procedara ir jasak no jauna, Provox Vega Puncture Set var ieladet atkartoti.

Lai atkartoti ielad@tu sistemu:

1. Spiediet Guidewire no punkcijas dilatatora Saura gala, lidz Guidewire atraisitos no stieples fiksatora
(4.1-4.2. attels).

2. Velciet Guidewire cauri punkcijas dilatatoram (4.3. attgls).

3. Atkartoti ielad&jiet Vega balss protézi punkcijas dilatatora gredzena (4.4. attéls).
BRIDINAJUMS. Drosibas siksninai un balss protézes trahejas atlokam ir jaatrodas pret punkcijas
dilatatora siksninu un stieples fiksatoru, kad tas ir ievietots punkcijas dilatatora cilpa (4.4. attgls).

4. JanepiecieSams, Guidewire var iztaisnot, lai sekmétu atkartotu ievietoSanu.

5. Turpiniet saskana ar noradijumiem sadala “2.2. Darba instrukcija”.

2.3.Tirnsana un sterilizacija

Kirurgiskas sastavdalas punkcijas komplekta (Puncture Set), k@ arT balss protéze tiek nodro$inatas

sterilas (EO) un ir paredz&tas tikai vienreizgjai lietoSanai, un tas NEDRIKST tirit vai atkartoti sterilizét.
P&c ievietosanas pacientam regulari jatira balss protéze, kamér protéze atrodas in situ (sk. protezes

apkopes noradijumus talak).

2.4. Svariga informacija pacientiem

Informéjiet pacientu, ka:

« P&c protézes novietoSanas krépas var biit asins pédas.

 Pirmajas paris nedglas p&c protézes ievietosanas reizém var biit iespéjama mérena nopliide caur vai
ap protézi. ST probleéma bieZi atrisinds spontani, un nav nepieciefama tilitgja protézes nomaina.

e Ir ieteicamas runas vingrinaSanas nodarbibas ar logop&du, lai panaktu optimalu balss skanu,
plistosu runu un optimalu saprotamibu.

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

 Ir izmainas protézes materiala izskata vai veida, ka ta iegul punkcijas vieta.

« Esanas un/vai dzerSanas laika ir nopliide, un protézes tiriSana nepalidz. Provox Vega Plug var tikt
izmantots, lai Tslaicigi novérstu nopladi e8anas un dzerSanas laika, 11dz ierici var€s nomainit.

* Runasana kliist apgriitinata (prasa lielaku piepili), un tirfSana nepalidz.

« Iriekaisuma vai audu izmainu pazimes punkcijas trakta vieta vai ta tuvuma.

« Asino$ana vai audu apaugums ap ierici.

« Pastavigas sapes vai diskomforts Vega balss protézes apvidi.

+ Hronisks klepus, griitibas elpot vai asinis glotas. Sis var biit smaga veselibas stavokla pazimes,
kam nepiecieSsama mediciniska palidziba.

Protézes apkope
UZMANIBU! Protézes tiriSanai izmantojiet tikai originalos Provox piederumus, kas ir paredzéti
lietoSanai ar Provox Vega.

Pacientam jatira prot€ze ar Provox Brush vismaz divas reizes diena un p&c katras malfites, ievietojot
suku protéz€ un maigi kustinot to uz priekSu un atpakal ar vérpjosam kustibam. P&c sukas iznemsanas
ta janoslauka ar marli. Procediiru var atkartot péc nepiecieSsamibas. Sikaku informaciju par sukas
irTSanu skatiet lieto$anas noradijumos, kas nodro$inati kopa ar Provox Brush. Papildus Provox Brush
lietoSanai pacients Provox Vega balss protézi var tirit arT ar Provox Flush. Provox Flush var izmantot ar
dzeramo Tideni vai gaisu. Stkaku informaciju par Provox Flush tiriSanu skatiet lietoSanas noradijumos,
kas nodrosinati kopa ar Provox Flush.

Saderiba ar pretséniSu vielam
Lielakaja dala gadijumu apstradei ar pretséniSu lidzekliem nevajadz&tu but noraditai, bet ta var tikt
apsvérta ka profilakses pasakums, ja uz protézes notiek parmériga Candida augsana.

Nezinama veida kTmiskas vielas var ietekmét ierices materiala Ipasibas. Tadél pretséniSu zalu tieSa
lietoSana uz balss protézes vai tas tuvuma ir riipigi jaizverte.

Laboratoriskas parbaudes neuzrada negativu ietekmi uz Vega balss protezes un tas sastavdalu darbibu,

izmantojot $adas pretsénisu zales: nistatins, flukonazols un mikonazols.

Piederumu tiri$ana un dezinfekcija

Piederumi jatira p&c katras lietoSanas reizes un jadezinficg vismaz vienu reizi dien, atbilstosi to lietoSanas
noradijumiem. Hospitalizacijas laika ir palielinats ierices piesarnoSanas un pacienta infekcijas risks.
Tade] hospitalizacijas laika ir svarigi tirit un dezinficét piederumus uzreiz péc lietoSanas un vélreiz tiesi
pirms lietoSanas, un skalosanai izmantot sterilu Gideni, nevis krana tideni.

Sikaku informaciju par Provox piederumu tiriSanu skatiet lietosanas noradijumos, kas nodrosinati kopa
ar Provox piederumiem.

2.5. Provox Vega balss protézes ierices kalposanas laiks

Atkariba no individualajiem biologiskajiem apstakliem ierices miiza ilgums atskiras, un nav iesp&jams
paredz@t ierices integritati ilgaka laika perioda. Ierices materialu ietekmés, pieméram, baktgrijas un
raugs, un ierices strukturala integritate laika gaita pasliktinasies.

Protézes Candida parmériga aug$ana pastav gandriz visiem pacientiem. Staru terapija, sickalu saturs
un ierasta partika var ietekm@t to, cik strauji Candida var ietekmét silikona materialu, un izraisTt nopludi
caur protezi vai citu varstula nesp&ju. Skatiet arT informaciju par protézes apkopi 2.4. sadala ,,Svariga
informacija pacientiem”.

Protéze nav pastavigs implants, un ta ik p&c laika ir janomaina. Atkariba no individualajiem
biologiskajiem apstakliem ierices miiza ilgums atSkiras, un nav iesp&jams paredzét ierices integritati
ilgaka laika perioda. Protézi un it Tpasi ierices silikona materialu ietekm@s, pieméram, bakterijas un
Candida, un ierices strukturala integritate laika gaita pasliktinasies.

Provox Vega balss protézes nomainas indikacijas ir, pieméram, noplide caur varstuli, protézes
aizsprosto$anas, bakterials un Candida apaugums, kas izraisa materialu degradaciju un/vai nepiecie$amibu
lietot parmérigu spiedienu, lai iegiitu runas sp&jas. Citi agrakas nomainas iemesli var bt mediciniskas
indikacijas, pieméram, problémas ar punkcijas traktu. Skatiet arT 1.6. sadalu ,,Informacija par nevélamiem
notikumiem un problému novér$ana”/1.6.2. sadalu ,,Balss protézes izmanto$anas laika”.

2.6.lzmesana

Vienmer ieverojiet arstu prakses un valsts prasibas attieciba uz biologisko bistamibu,
izmetot lietotu medicinisko ierici.
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2.7.Piederumi
Provox piederumi ir izstradati, lai blitu dro$i un efektivi lietoSanai ar Provox Vega balss protézém.
Neizmantojiet citas ierices, jo tas var kaitét pacientam vai izraisit produkta darbibas traucgjumus.

Piederumi ierices funkcijas uzturé$anai (pacienta lieto$anai)

Provox Brush/Provox Brush XL: lieto pacients protézes iek3puses tirfSanai.
Provox Flush: papildu tiriSanas ierice pacienta lietosanai, ar ko var skalot protézi.
Provox Plug: instruments pacienta lietoSanai, ar ko var Tslaicigi blok&t balss protézi.

Lai iegtitu papildinformaciju, skatiet vietni www.atosmedical.com vai sazinieties ar vietgjo izplatitaju.
. v
3.Zinosana

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

Use-by date; Deriguma termins
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Batch code; Partijas kods

Product reference number; Produkta atsauces numurs
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Do not re-use; Neizmantot atkartoti

STERILE E

Sterilized using ethylene oxide; Sterilizéts, izmantojot etilénoksidu

[

Do not use if package is damaged; Neizmantot, ja iepakojums ir bojats
Nare

- —

T

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

e

Storage temperature limit; Uzglabasanas temperatiiras ierobezojums

l~MAX

" RT
MIN-§
Store at room temperature. Temporary deviations within the temperature range
(max-min) are allowed; Uzglabat istabas temperattira. Ir pielaujamas slaicigas novirzes

temperatiiras diapazona ietvaros (min.—maks.)

A

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

Medical Device; Mediciniska ierice

&)

Instructions for use intended for clinician; Arstiem paredzéti lietoSanas noradijumi
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