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Instructions for Use
Tracoe Twist Plus Tracheostomy Tubes
with the Minimally Traumatic Insertion System

The use of Above Cuff Vocalization (ACV) is CE approved only.

NOTE:

¢ Please read the instructions for use carefully. They are part of the described product and must be
available at all times. For your patients” and your own safety, please observe the following safety
information.

The illustrations to which the text refers can be found on the illustrated pages at the beginning of
these instructions. The numbers indicate product components and refer to the respective illustra-
tions of the product. Symbols and icons used with the product are explained in sections “General
Description” and “Functional Description”.

1. Intended Use and Indications for Use
Tracoe Twist Plus tracheostomy tubes are indicated for providing tracheal access for airway man-
agement. They may be used up to 29 days.

Clinical Benefit: Tracoe Twist Plus tracheostomy tubes provide tracheal access to the lower res-
piratory tract. The cuffed models, when inflated, can be used to seal the airway (e.g. for mechanical
ventilation).

Tracoe Medical GmbH
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Size IDIC OD-OCbe OD-OCbf TL OB BA  CD
mm mm mm mm mm ° mm

077 70 9.8 10.1 8 91 100 26
08 80 108 111 8 95 100 28
097 90 118 121 9 99 100 30
10 100 128 13.1 92 102 100 32

ID-IC: inner diameter (clear width) at bottom of inner cannula

OD-OC be: outer diameter at bottom of outer cannula

OD-OC bf: outer diameter of outer cannula behind the flange

TL: length along center line from start of neck flange to bottom of tube
OB: length along outer bend from start of neck flange to bottom of tube
BA: bending angle CD: cuff diameter

Image 6

Tracoe Twist Plus tubes are double-lumen tubes. The inner cannula can be removed or exchanged
e.g. for cleaning from secretions or obstructions while the outer cannula remains in place. Thus,
airway patency can be restored by change of the inner cannula.

The tubes with subglottic suction channel allow to remove the secretions that remain above the
inflated cuff.

The fenestrated models permit a proportion of the airflow to be directed towards the upper respira-
tory tract. If the treatment does not require or allow (e.g. mechanical ventilation) the use of a
fenestrated tracheostomy tube, the fenestration can be closed by inserting a non-fenestrated inner
cannula.

The 15 mm connector is a standardised component to which other airway management devices
(e.g. mechanical ventilator, cough assist, nebuliser etc.) can be connected.

Compared to the usage of an endotracheal tube the anatomical dead space is reduced and there is
less need for sedation when using a tracheostomy tube. The risk of long-term complications asso-
ciated with prolonged endotracheal intubation (e.g. vocal cord injuries, formation of granulation
tissue in the laryngeal area etc.) can be prevented when using a tracheostomy tube.

Patient Population: The product is intended for adults and adolescents (>12 - 21 years).

Clinical Use: The product is intended for mechanically ventilated and self-breathing patients in
hospitals, pre-hospitals (EMS), extended care facilities, or outpatient clinics, or home care.

Intended User: The product can be used by medical staff trained in tracheostomy care or individ-
uals trained by professionals.

Indications for Use: The tracheostomy tube is indicated for patients where access to the lower
respiratory tract is required by means of a tracheostomy to secure the airway. Tracoe Twist Plus
tracheostomy tubes are double-lumen tubes. The inner cannula can be removed and replaced in
case of encrustation or obstruction by viscous secretions.

The tracheostomy tube with a high-volume-low-pressure (HVLP) cuff seals the trachea to separate
the upper airways from the lower respiratory tract. Therefore, it allows efficient ventilation and
reduces influx of subglottic secretions into the lung.

The Minimally Traumatic Insertion System is single use only and is indicated for the insertion of
the Tracoe Twist Plus tracheostomy tube using the Seldinger technique. It can be used for the first
insertion of the tracheostomy tube after percutaneous dilation tracheostomy or when the tube is
changed.

The Tracoe Twist Plus extract tracheostomy tubes with subglottic suction channel and cuff (REF
316-P and REF 888-316-P) are predominantly used for patients producing large amounts of secre-
tions and for whom suctioning of the subglottic space is indicated.
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The Tracoe Twist Plus extract tracheostomy tubes can be used for Above Cuff Vocalization (ACV).

The double fenestration of the Tracoe Twist Plus models (REF 312-P, REF 888-316-P) allows a
proportion of the airflow to be directed towards the upper respiratory tract.

Single Patient Use and Useful Life: The Tracoe Twist Plus tracheostomy tube is for single patient
use with a useful life of 29 days. The device can be cleaned and reinserted in the same patient
during this time period.

The device should not be used for more than 29 days beginning from the initial opening
of the sterile barrier. This maximum period of use includes both patient and non-patient
(e.g. cleaning) use of the device.

Caution:
A prolonged use of the tracheostomy tube for more than 29 days may result in material safety and
biocompatibility issues.

2. General Description
The Tracoe Twist Plus tracheostomy tube is made of PU and provides an artificial airway to the
lower respiratory tract.

The product includes an outer cannula with 2 or 3 inner cannulas with 15 mm connector, a mini-
mally traumatic insertion system (inserter, guiding catheter with silicone sleeve), a perforated obtu-
rator, a fabric neck strap, and lubricating jelly which are supplied together within a sterile bag.
Adaptors for use with external suctioning devices are only delivered with the subglottic suctioning
models (REF 316-P, REF 888-316-P). The fenestrated models (REF 312-P, REF 888-316-P) also
contain an occlusion cap.

The Tracoe Twist Plus tracheostomy tubes are available in different diameters and lengths. The
tracheostomy tubes, included with the minimally traumatic insertion system, are cuffed models
which are provided with the cuff deflated. The appropriate diameter and length of the tube is deter-
mined by the physician.

The tracheostomy tube is radiopaque due to its material.

Clinical use of the device in a MR environment is dependent on the product specifications and is
described in chapter “MRI Safety Information”.

The tracheostomy tube can be used in combination with medical devices that are approved for
invasive ventilation through a tracheostoma and are connected via a standard 15 mm connector.
The tracheostomy tubes with the subglottic suction channel can be used with medical devices
approved for subglottic suction.

This product is supplied with an information card, including two detachable labels, which contain
product specific details. These labels will facilitate reordering of the device and its safe use within

a MR environment. The labels can be attached to the patient record.

The image 1 represents the most complex tracheostomy tube model.

1 tube 7 suction channel
2 HVLP cuff Ta female Luer connector
2a inflation line 7b suction line

2b | pilot balloon with check valve |8 obturator

3 standard 15 mm connector 9 fenestrated inner cannula

4 locking ring 9a non-fenestrated inner cannula
5 neck flange 10 occlusion cap

6 inserter 11 adaptors

6a guiding catheter 12 neck strap

6b silicone sleeve 13 lubricating jelly

(1)  Tracheostomy Tube:

« All tubes are curved and tapered towards the distal end and feature a round tip at the distal end
(inside the patient)

« All tubes are made of a radiopaque material

REF 311-P: The tube is cuffed

REF 312-P: The tube is cuffed and fenestrated

REF 316-P: The tube is cuffed with subglottic suction channel

REF 888-316-P: The tube is cuffed, fenestrated, and with subglottic suction channel

o e o o

(2) High-Volume-Low-Pressure (HVLP) Cuff:

* The HVLP cuff (2) is located on the distal end of the tracheostomy tube and directly connected
to the inflation line (2a).

« The proximal end of the inflation line includes a pilot balloon (2b), with incorporated self-seal-
ing check valve and a female Luer connector.

* The HVLP-cuff is inflated with air only.

« The pilot balloon (2b) displays the cuff diameter (CD) and size, where appropriate.

(5) Neck Flange:

¢ The neck flange (5) has a curved form.

* Due to its double-swivel the flange is horizontal and vertical movable

¢ The product code (REF), clinical size (size), inside diameter (ID), outside diameter (OD), length
(TL) of the tube and MR Safety symbol are all indicated on the neck flange.

(6-6b) Minimally Traumatic Insertion System

* The combination of the inserter (6) and guiding catheter (6a) with silicone sleeve (6b) constitute
the minimally traumatic insertion system.

« The silicone sleeve bridges the gap between the conical end of the inserter and the distal end of
the tube.

¢ The minimally traumatic insertion system is used for the placement of the Tracoe Twist Plus
tracheostomy tube using the Seldinger technique.

(7-7b) Subglottic Suction Channel:

* Tracoe Twist Plus extract tracheostomy tubes (REF 316-P, REF 888-316-P) include a subglottic
suction channel (7) on the outside of the tracheostomy tube. The suction opening is placed at the
lowest possible position above the cuff.

Tracoe Medical GmbH
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« The proximal end of the suction channel includes a standard female Luer connector (7a) port for
connection to an external accessory device used in subglottic suctioning or for air/oxygen supply
for ACV. For subglottic suctioning, additional, adaptors (11) can be used for connection.

« The subglottic suctioning port (7a) can be closed by using the attached cap.

(8) Obturator:

¢ The perforated obturator (8) has a smooth, round, conical tip at the distal end. The obturator is
used for re-insertion of the tracheostomy tube for a tracheostoma.

* Due to its perforation the obturator can be used with the Seldinger technique.

(9-92a) Inner Cannulas:

¢ The models REF 311-P and REF 316-P are supplied with 2 inner cannulas, one of which is pre-
mounted in the outer cannula.

¢ The fenestrated models REF 312-P and REF 888-316-P are supplied with 3 inner cannulas, one
of which is pre-mounted in the outer cannula.

« Each inner cannula has a 15 mm connector with a locking ring (4). The blue locking ring indicates
a fenestrated inner cannula (9), and the white ring indicates a non-fenestrated inner cannula (9a).

* REF 311-P and REF 316-P contain 2 non-fenestrated inner cannulas.

* REF 312-P and REF 888-316-P contain 1 fenestrated and 2 non-fenestrated inner cannulas.

¢ The standardized 15 mm connector (3) is permanently attached to the inner cannula and is
intended for connecting the tracheostomy tube to external devices with a female standardized 15
mm connector e.g., connection to mechanical ventilation, HME, speaking valve.

(12) Neck Strap:

* The neck strap (12) is a soft strip of padded fabric that wraps around the patient’s neck.

« The ends of the strap include hook-and-loop fasteners that are inserted through the eyelets of the
neck flange to secure the tracheostomy tube in position.

* The frequency of change is determined by the physician or healthcare professional.

(13) Lubricating Jelly
* The lubricating jelly (13) can be used for the tube insertion with the minimally traumatic inser-
tion system or obturator.

Supplementary Products:
¢ Products, which can be used in combination with the Tracoe Twist Plus tracheostomy tubes are
listed in section “Supplementary Products”.

3. MRI Safety Information
REF 311-P, REF 312-P, REF 316-P and REF 888-316-P

Nonclinical testing has demonstrated the Tracoe Twist Plus tracheostomy tubes REF 311-P, REF
312-P, REF 316-P and REF 888-316-P are “MR Conditional”. A patient with this device can be
safely scanned in a MR system meeting the following conditions:

« Static magnetic field of 1.5 Tesla (T) or 3.0 T.

¢ Maximum spatial field gradient of 1900 gauss/cm (19 T/m).

*  Maximum MR system reported whole body averaged specific absorption rate (SAR) of 2 W/kg
(normal operating mode) and a maximum whole head specific absorption rate (SAR) of 3.2W/kg.
* Quadrature driven transmit body coil only.

* The neck flange (5) must be secured in place with the neck strap (12).

* The check valve of the tracheostomy tube cuff (2b) must be secured to the skin with medical
tape, away from the area of MR diagnostic interest.

< Innon-clinical testing, the image artifact, caused by the check valve, extends (radially) up to 107
mm from the check valve when imaged with a gradient echo pulse sequence and a 1.5 T MR system,
and up to 113 mm when imaged with a spin echo pulse sequence in a 3.0 T MR system. Therefore,
it is recommended to tape the check valve to the patient’s skin away from the area of interest.

Warning:

When used in MR imaging:

« Securely fasten the tube, with a metal-free neck strap, to prevent possible movement while in
the MR environment.

« Securely affix the check valve away from the area of interest with standard medical tape to
prevent movement within the MR environment.

* MR image quality may be compromised if the area of interest is close to the position of the
inflation valve.

4. Contraindications

Tracheostomy Tubes:

e The tracheostomy tube cannot be used in conjunction with heat emitting devices, e.g. laser.
There is a risk of fire, also toxic gases may form, and the tube may get damaged.

* The HVLP cuff must not be inflated, when a speaking valve or an occlusion cap is used and vice
versa.

» Neonates, infants, and children (<12 years).

ACYV use:

< Patients with a new tracheostoma (less than 7-10 days after surgical incision).

* Obstructions in the upper airways that can inhibit the airflow and therefore phonation capa-
bilities.

« Obstructions may lead to pressure increase in the trachea and therefore cause a risk of subcuta-
neous emphysema.

« Patients with surgical emphysema or infections of the tracheal tissue.

« Patients with unilateral or bilateral paralysis of the vocal cords in median position.

5. General Precautions

* When the product is used together with other medical devices, follow their respective instruc-
tions for use. Contact the manufacturer if there are any questions, or if assistance is required.

« Safety precautions must be taken in case of complications during the described procedures, in
order to provide immediate ventilation through alternative airways, (e.g. trans laryngeal intubation,
laryngeal mask). This is recommended to be based on the respective applicable guidelines and
standards for patients with difficult airways, e.g. Practice Guidelines for Management of the Diffi-
cult Airway (American Society of Anesthesiologists, 2013).

¢ Optimum oxygen levels must be established in the patient before cannulation or re-
cannulation.

 Itis strongly recommended that a ready-to-use spare tube and several inner cannulas are kept at
the patient’s bedside. Store the spare devices under clean and dry conditions.

« It is also recommended keeping an emergency spare device at the bedside in case of an
unplanned tracheostomy tube change, e.g. due to complications, a collapsed tracheostoma or simi-
lar. The emergency spare device should be one or two sizes smaller than the device in use.

¢ The product should be inspected for integrity and function prior to use/insertion. Verify that the
tube is free of obstruction and the cuff material is not brittle or torn and can be inflated/deflated,
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that there is an absence of kinks, tears or cuts, and there is a stable connection between the tube and
the neck flange, etc. If the product is damaged, it should be replaced with a new product.

« The sterile packaging and the outer packaging should be inspected for damage prior to opening.
If the packaging is damaged or has been unintentionally opened, the device should not be used.

* While in placement, use or removal of the tracheostomy tube do not use excessive forces.

» Do not use unnecessary force on the tracheostomy tube when connecting to or disconnecting
from external devices. This may result in damage of the tracheostomy tube and/or displacement /
decannulation.

« Always hold the tracheostomy tube at the base of the 15 mm connector when connecting to or
disconnecting from external devices.

« The position of the fenestration should be checked via endoscopy.

* The cuff pressure can change if nitrous oxide (laughing gas) is used as an anesthetic.

« All parts of the cuff inflation system must be free from strain and kinking during measurement
of the cuff pressure, otherwise the manometer may show incorrect pressure values.

« Ensure that all allowed objects (e.g. hand-held manometer) used to inflate the cuff are clean (free
of dust, visible particles, and contaminants). Any obstruction of the cuff filling system may result
in deflation of the cuff which will reduce efficiency of ventilation or protection from aspiration.

» To avoid damage to the cuff and improve ease of insertion, always ensure that the cuff is deflated
prior to insertion with the deflated cuff towards the neck flange.

*  When a manometer and/or a connection tube is attached to the filling line of an inflated cuff, there
will always be pressure compensation between cuff and connected device. This will result in a slight
pressure loss in the cuff. If necessary, re-adjust the pressure until it is within the optimal range.

» Water inside the cuff: All HVLP cuffs have a certain degree of permeability to water vapor.
Therefore, condensed water vapor may accumulate inside the cuff. If larger quantities of water
inadvertently enter the inflation line, it may lead to improper cuff pressure measurement, cuff
pressure adjustment, and cuff deflation. In this case, the tracheostomy tube must be replaced.

¢ When changing the inner cannula, always ensure that the inflation line of the cuff is not posi-
tioned between the inner and outer cannulas as it may get trapped and damaged.

* During mechanical ventilation and frequent changes of the patient’s position or manipulation of
the tube, the inner cannula may become separated from the outer cannula. Therefore, check the
connection of the inner cannula regularly.

« During subglottic suctioning, ensure that negative pressure is not excessive and not applied for
an extended period in order to avoid drying out of the subglottic area. Intermittent suction is rec-
ommended. Closing the cap of the suction line port after suctioning may reduce the drying-out
effect. The suction line may be blocked due to accumulated and/or dried secretions inside the
suction line or during suctioning of excessive fluid. If the suction line becomes blocked, follow the
instructions in chapter “Subglottic Suction”.

< Improper storage conditions may result in product or sterile barrier damage.

* The vital parameters should be monitored regularly by professionals.

6. Warnings

« Do not use this product if the sterile packaging or the outer packaging have been compromised/
damaged, e.g. open edges, holes in packaging etc.

« Reprocessing (including re-sterilisation) is not allowed, this may influence the material and
function of the product. The products are single use only.

* Modifications of Tracoe products are not allowed. Tracoe will not be responsible for modified
products.

« After removing the insertion system, ensure that the silicone sleeve is still located on the guiding
catheter. If not, the silicone sleeve (radiopaque) must immediately be removed from the tube or
airway.

« During initial placement of a tracheostomy tube immediately stop the ventilation through the
upper airways when the cuff of the inserted tracheostomy tube is inflated. This reduces the risk of
barotrauma.

« Ensure that the cuff is not punctured by instruments or sharp tracheal cartilage ridges.

« Use only water-soluble lubricating jelly for tracheostomy applications, as oil-based jelly may
damage the tube.

« Ensure that the tube does not become obstructed when applying lubricating jelly to the
obturator tip.

* Check the position and function of the tube following insertion. Incorrect placement may result
e. g. in permanent damage to the tracheal mucosa or minor bleeding.

« Do not move or shift the tube once it is in position, as this may damage the stoma / trachea or lead
to insufficient ventilation.

« Do not turn the 15 mm connector, as this may cause the rotation of the inner cannula inside the
outer cannula. It may lead to interruption of the air supply or dislocation of the tracheostomy tube.
Use the locking ring to loosen and re-lock the inner cannula.

* Never use fenestrated inner cannulas for ventilation.

» To avoid damage to the cuff material it should not be in contact with local anesthetics containing
acrosols or any ointments, i.e. dexpanthenol.

* Long-term and excessive cuff pressure above 30 cmH,O (= 22 mmHg) poses a risk of perma-
nent damage to the trachea.

« Only fill the cuff with air. Do not fill the cuff with liquids as this would lead to cuff pressure
peaks above 30 cmH,O.

« Insufficient filling (below 20 cmH,0) of the cuff could result in insufficient ventilation and/or
an increased risk of aspiration, which may result in the worst case in VAP (ventilator associated
pneumonia) or aspiration pneumonia.

«  When repositioning the patient, while in bed, ensure that the patient does not lie on the pilot
balloon, as this could increase the cuff pressure and potentially damage the trachea.

« To prevent damage to the stoma or trachea, ensure that the cuff is deflated (empty) prior to
insertion or removal of the tube. If it is not possible to deflate the cuff, cut the inflation line with a
pair of scissors and remove the air. In this event, the product is defective and must
be replaced.

* During air travel alteration of the cuff pressure may occur. Therefore, ensure permanent cuff
pressure control.

« Before deflating the cuff ensure that the patient's upper respiratory tract is unobstructed. When
applicable, clear the upper respiratory tract of any secretions through suction or patient coughing.

* Make sure that the correct Luer connectors are used for filling the cuff (transparent) and suction-
ing (white).

« Make sure that the correct Luer connector (white) is used for ACV.

< Ensure that the tracheostomy tube is free of obstructions which may lead to reduction of the
delivered airflow. Therefore, regular suctioning of the secretion inside the tube depending on indi-
vidual patient’s needs (e.g. amount of secretions) is recommended.

« Excessive viscous secretion may lead to dislocation of the tracheostomy tube. Ensure the correct
placement of the tube by regularly checking of the tube position and reduce the risk of dislocation
by subglottic suctioning of the secretion.

» Use only suction catheters to clear the secretions from the patient's respiratory tract and the
tracheostomy tube. Instruments may wedge in the tube and restrict ventilation.

« Regularly check that all connections are secure to prevent an inadvertent disconnection of the
tube from external equipment and ensure efficient ventilation.

» Keep the 15 mm connector clean and dry.

« Do not use non-authorized tools to disconnect external equipment from the 15 mm connector,
as this might deform the 15 mm connector.

Tracoe Medical GmbH
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* Occlusion caps/speaking valves must only be used with a deflated cuff to avoid the risk
of suffocation.
* During insertion and removal of the tube a need to cough or bleeding may occur.

7. Side Effects

Typical side effects of tracheostomy tubes use include bleeding, pressure points, pain, stenosis, and
skin irritation (e.g. due to moisture), granulation tissue, tracheomalacia, tracheoesophageal fistula,
increased secretion, and swallowing difficulties. In case of an adverse event please contact a med-
ical professional immediately.

When using ACV, typical side effects include increased secretion, discomfort, hoarseness, cough-
ing, nausea, or laryngeal drying out due to restoring upper respiratory tract (cleaning / tasting /
speaking) functionality.

During cuff deflation trials, increased secretion, discomfort, hoarseness, coughing, or nausea may
be present.

8. Functional Description

Caution:

« Itis strongly recommended that a ready-to-use spare tube and several inner cannulas are kept at
the patient’s bedside. Store the spare devices under clean and dry conditions.

e It is also recommended keeping an emergency spare device at the bedside in case of an
unplanned tracheostomy tube change, e.g. due to complications, a collapsed tracheostoma or simi-
lar. The emergency spare device should be one or two sizes smaller than the device in use.

« Safety precautions must be taken in case of complications during the described procedures, in
order to provide immediate ventilation through alternative airways, (e.g. trans laryngeal intubation,
laryngeal mask). This is recommended to be based on the respective applicable guidelines and
standards for patients with difficult airways, e.g. Practice Guidelines for Management of the Diffi-
cult Airway (American Society of Anesthesiologists, 2013).

8.1 Preparing the Tube

This is a sterile device, which allows usage within a sterile environment.

The size of the tube and appropriate length is determined by a physician.

The following functions must be checked immediately prior to use: functionality of the cuff, com-
pleteness of the device. If the device fails the initial inspection, repeat the procedure with a
new device . Do not discard the device and follow instructions provided in section “Returns and
Complaints”.

A. When using the Minimally Traumatic Insertion System

1. Inspect the sterile packaging to ensure it is undamaged and all components are present.

2.0pen the package and visually inspect the device for damages.

3. Check if the tube is free of obstruction, the material is not brittle or torn, the cuff is intact, the
inflating or suction lines are not kinked, there are no tears or cuts, the connection between the tube
and the neck flange is stable.

4. Check the HVLP cuff for leakage by inflating with a hand-held manometer, to a pressure of 50
cmH,0 (= 36.78 mmHg). Watch the filled cuff for 1 minute to detect leakage by pressure decrease
/ cuff deflation. If the cuff is tight, remove the air with a syringe. Do not pull any further, e.g. into
a vacuum.

5. Verify that the locking ring of the pre-mounted inner cannula can be opened and re-locked with-
out resistance. To open the locking ring of the inner cannula, turn it counterclockwise. To lock the
locking ring of the inner cannula, turn it clockwise. Afterwards, make sure that the locking ring is
locked properly, and the inner cannula is secured within the outer cannula. Do not remove the inner
cannula from the outer cannula.

Caution:

* Make sure to not shift the silicone sleeve when checking the locking mechanism of the inner
cannula to prevent a gap in diameter between distal tube end and inserter. In case of a shift the
connection can be tightened by carefully pulling back the inserter or the guiding catheter.

6. Check if the pre-assembled silicone sleeve smoothly bridges the gap between the conical end of
the inserter and the distal end of the tube. If a gap is visible, the connection can be tightened by
carefully pulling back the inserter or the guiding catheter.

Caution:

. Do not di ble the pre bled tracheostomy tube consisting of insertion system
with guiding catheter, tracheostomy tube, and inner cannula.

. Do not pull on the tip of the guiding catheter or silicone sleeve. Ensure to take hold of
the complete insertion system (inserter, guiding catheter).

7. The silicone sleeve and the end of the tracheostomy tube are then lubricated with a pea-sized
amount of the lubricating jelly supplied.

8. If appropriate, the neck strap can be attached to the neck flange wings for fixation after insertion
of the tube. If a neck strap is to be used, it should placed below the patient’s neck prior to the
procedure.

B. When using the obturator for re-insertion

Follow steps 1-5 as described above and proceed as follows:

6. Ensure the obturator inside the tracheostomy tube can be easily moved in and out of the tube.
7. Place the obturator inside the tracheostomy tube.

8. Apply a thin film of lubricating jelly to the protruding part of the obturator at the lower part of
the tube including the cuff.

9. If appropriate, the neck strap can be attached to the neck flange wings for fixation after insertion
of the tube. If a neck strap is to be used, it should be placed below the patient’s neck prior to the
procedure.

8.2 Preparing the Patient
Ensure that the patient is optimally pre-oxygenated immediately before insertion or re-insertion.
To facilitate insertion, place the patient in a flat supine position with overextended neck, if possible.

8.3 Inserting the Tube

A. When using the Minimally Traumatic Insertion System

The minimally traumatic insertion system is intended for use with the Seldinger technique.

1. The tracheotomized patient has been prepared for cannulation and a Seldinger wire (included in
Tracoe experc Sets, not included in P tubes) has been inserted into the stoma canal.

2. Place the tracheostomy tube with insertion system (inserter, guiding catheter) over the Seldinger
wire in situ (see Image 5). If using the Tracoe Seldinger wire make sure to stop when the marking
on the wire is visible outside of the tube at the end of the guiding catheter outside of the patient.
3. Insert the tube together with the inserter and guiding catheter along the Seldinger wire through
the tracheostoma into the trachea. Take care that the tube, inserter handle, guiding catheter, and
Seldinger wire remain aligned and fixed with one hand. Any displacement may result in a gap
between the silicone sleeve and the tube leading to a difficult or aborted insertion.

4. Gently push the tube forward until the neck flange is in contact with the skin surface.
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5. Once in place, secure the tube with one hand and withdraw the inserter and guiding catheter
together with the Seldinger wire while the tracheostomy tube remains in position within the trachea
(see Image 6).

If the inserter is too difficult to be remove, it can also be removed together with the inner cannula.
Therefore, loosen the inner cannula by turning the locking ring counterclockwise. If the inner
cannula is removed when removing the inserter, make sure that an inner cannula is then reinserted
and locked into place by turning the locking ring clockwise. This can be either the inner cannula
from which the insertion system has been removed or a spare inner cannula.

Caution:

* Do not pull on the guiding catheter separately while the inserter is still inside the trache-
ostomy tube. Pull out the inserter always together with the guiding catheter and Seldinger wire or
remove the inserter first before pulling on the guiding catheter leaving the tracheostomy tube in
place within the trachea.

« After removing the inserter, ensure that the silicone sleeve is still located on the guiding cathe-
ter. If the silicone sleeve detaches from the guiding catheter, proceed as follows:
o Immediate inspection of the lumen of the tracheostomy tube. If the sleeve remains in the tube,
the inner cannula must be replaced with the spare device immediately.

o If the silicone sleeve is not visually detectable, it is recommended taking a chest X-ray for the
precise localization immediately. Since the silicone sleeve is radiopaque, the X-ray serves as prepa-
ration for bronchoscopic removal.

B. With the Obturator

The obturator is perforated and can be used in combination with a Seldinger wire.

1. Prepare the tube and the patient as described in chapter “Preparing the Tube” and “Preparing the
Patient”.

2. When inserting the tube (with the obturator inside) into the tracheostoma, hold the tube at the
neck flange and press the obturator firmly against the 15 mm connector.

3. Gently push the tube forward until the neck flange is in contact with the skin surface.

4. Secure the tube with one hand and remove immediately the obturator after insertion.

8.4 Following Tube Insertion

1. Check if the airway through the tube is unobstructed and if necessary, adjust the position of the
tracheostomy tube (e.g. using a bronchoscope).

2. Connect the 15 mm connector of the inner cannula with the respiratory system if ventilation is
required.

3. If appropriate: Inflate the cuff of the tracheostomy tube with air through the Luer connector
located at the pilot balloon.

4. To prevent tube dislocation, secure the tube in place with the neck strap.

5. It is recommended that a dressing is placed between the tracheostoma and the neck flange to
prevent irritation of the skin underneath the flange.

6. Re-check the cuff pressure to make sure that the cuff has not been damaged during the insertion.

8.5 Inflating the Cuff

Option 1: In place of a standard syringe for inflating the cuff, we recommend the use of a hand-
held manometer. Adjust the cuff pressure to the individual ventilation therapy and check it at reg-
ular intervals. Typically, the pressure should be between 20 cmH,0 (= 15 mmHg) and 30 cmH,0
(=22 mmHg).

Option 2: Use a Tracoe Smart Cuff Manager to maintain the cuff pressure within the range of
20 to 30 cmH,O through passive control. Attach the male Luer of the Tracoe Smart Cuff Manager
to the female Luer of the check valve of the tracheostomy tube. Inflate the Tracoe Smart Cuff
Manager using a standard syringe according to the respective IFU.

Caution:
«  When repositioning the patient, while in bed, ensure that the patient does not lie on the pilot
balloon, as this could increase the cuff pressure and potentially damage the trachea.

8.6 Connecting/Disconnecting External Equipment

To connect to external equipment or accessories (e.g. ventilator) firmly hold the base of the 15 mm
connector and gently push the connection end of the external device until it is securely attached to the
tracheostomy tube. If in doubt, twist the connection end on and off several times, in order to confirm
the amount of force needed to ensure the connection is secure and the external device can be easily
disconnected at a later time.

If disconnection is difficult, use a standardized disconnect wedge (not supplied) to uncouple the
tracheostomy tube from external equipment or accessories by sliding the opening of the disconnect
wedge between the 15 mm connector and external device until the two devices are separated, see
chapter “Supplementary Products”.

Caution:

« Do not use unnecessary force on the tracheostomy tube when connecting to or disconnecting
from external devices. This may result in damage of the tracheostomy tube and/or displacement /
decannulation.

8.7 Subglottic Suction

1. To perform intermittent suctioning, remove the cap of the subglottic suction line Luer connector.
2a. Manual suctioning can be carried out using a syringe.

2b. An active suction device can be connected using the adaptors (see Image 2).

3. Following subglottic suctioning, reseal the suction line Luer connector with the cap.

Caution:

 Ifthe suction channel is obstructed, it can be cleared by inflation of air/ oxygen (recommended 3-6
1/min; max. 121/min) or it can be rinsed with saline solution (recommended 2-3 ml). Do not exceed
the recommended limits and take care of the patient’s individual tolerability. The following side-
effects could occur: Accumulation of potentially contaminated secretions, discomfort, nausea and
retching, excessive secretions.

< Before rinsing the suction channel, make sure that the cuff is sufficiently inflated.

* Remove the applied saline immediately after rinsing the suction channel.

< If the suction channel does not get cleared, the tube must be changed.

8.8 Above Cuff Vocalisation
Caution:
¢ ACV must be performed by professional personnel.

ACYV is used to provide phonation capabilities for the patient. Therefore, it must be adjusted to the
individual patient’s needs and abilities. It is essential that the patient is instructed and involved in
every step of ACV to ensure cooperation and good results during the application.

Before using ACV ensure that the patient is wearing a tracheostomy tube with permanently inflated
cuff and does not tolerate cuff deflation. If needed, air can be humidified before inflation through
the subglottic suction line which may prevent the laryngeal mucosa from drying out.

Tracoe Medical GmbH
info-tracoe@atosmedical.com
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1. Explain the planned procedure to the patient. Indicate possible adverse reactions and
clarify patient’s questions.

2. Verify that the upper airways are not obstructed.

3. Clear the subglottic space from secretions using subglottic suctioning.

4. Verify that the suction channel is not obstructed.

5. Connect the adjustable air or oxygen supply via a fingertip connector to the female Luer connec-
tor of the subglottic suction line. Alternatively, other devices for interruption of the permanent
airflow may be used (e.g. Y-connector).

6. Inflate air slowly into the upper airways of the patient starting with 1 I/min and slowly rising to
a typical flow rate of 3-6 I/min depending on the patients’ requirements. To may reduce laryngeal
mucosa from drying out, flow rates must not exceed 12 1/min. Use the fingertip connector to limit
the air flow time. This timeframe should be adapted to the patient’s exhaling rhythm. Adjust airflow
and time within the comfort zone of the patient.

7. Monitor the patient’s reaction and adjust parameters (flow and time of airflow) as necessary.

8. When the session is finished, turn off the air flow and disconnect the equipment from the sub-
glottic suction line connector and replace the cap.

Caution:

« The airflow through the upper airways may irritate the patient or may lead to increased secre-
tion, coughing, nausea, or retching.

< If the voice sounds gruff, repeat subglottic suction to clear the airway.

* Adjust the duration of a single ACV session to the capabilities/endurance of the patient.

« Use short sessions of ACV to prevent drying of the laryngeal mucosa.

« Regularly monitor patients with tracheostoma by medically trained staff.

8.9 Deflating the Cuff

Before deflating the cuff, ensure that as little secretions as possible enter the lower respiratory tract,
e.g. by subglottic suctioning and/or suctioning through the tube. To deflate the cuff, attach a syringe
(with the plunger pushed in) to the female Luer connector of the pilot check valve. Pull the plunger
back until air is removed from the cuff. Do not pull any further, e.g. into a vacuum. The cuff must
be deflated (empty) prior to removal of the tracheostomy tube.

Caution:
*  When removing the air from the cuff, pay attention to the volume of the air removed. This ser-
vices as a reference for the integrity of the system for further cuff inflation.

8.10 Changing the Inner Cannula
If viscous secretion collects in the inner cannula and cannot be suctioned, thus impeding the air-
flow, replace the inner cannula with a new or cleaned inner cannula.

1. Loosen the inner cannula by turning the locking ring counterclockwise and remove it.

2. If the product is damaged, do not further use the inner cannula, do not discard the inner cannula
and follow instructions in chapter “Returns and Complaints™.

3. Once a new inner cannula has been inserted into the outer cannula, lock in place by turning the
locking ring clockwise until it clicks into place.

Caution:
*  When inserting the inner cannula, ensure that the inflation line of the cuff is not lying between
the inner and outer cannulas, otherwise it may get trapped and damaged.

8.11 Removing the Tube

In case of a tube change, prepare the replacement tube as described in chapter “Preparing
the Tube”. Before removing the tube, prepare the patient as described in chapter “Preparing the
Patient”.

1. Deflate the cuff (see chapter “Deflating the Cuff”).

2. Secure the neck flange, while loosening the neck strap.

3. Firmly hold the neck flange and gently pull the tracheostomy tube from the stoma.

If necessary, suctioning of secretions through the tube may be helpful to prevent infiltration into the
lower respiratory tract.

4. Following removal, the tube should be cleaned as soon as possible to prevent encrustation of
fluids.

5. If the product is damaged, do not further use the tube, do not discard the tube and follow instruc-
tions in chapter “Returns and Complaints”. In case of a tube change, follow the instructions
described in chapters “Inserting the Tube”, “Following Tube Insertion”, “Inflating the Cuff”” and
“Connecting/Disconnecting External Equipment” after removing the tube.

9. Care and Cleaning

Caution:

« The device should not be used for more than 29 days beginning from the initial opening of the
sterile barrier.

¢ The minimally traumatic inserter and guiding catheter are single-use and not allowed to be
cleaned and reused.

* This maximum period of use includes both patient and non-patient (e. g. cleaning) use of the
device.

« For reasons of hygiene and to avoid a mix-up when reassembling the tube afterwards only one
outer cannula together with the corresponding inner cannula must be cleaned together.

¢ The product should be inspected for integrity and function prior to re-insertion

Cleaning of the tracheostomy tube and obturator is intended to remove any bodily fluids or encrus-
tation that may inhibit its clinical use.

Please take care to hold the outer cannula after cleaning at its neck flange, the inner cannula at the
15 mm connector and the obturator at its handle.

The following instruction for manual cleaning applies to all Tracoe Twist Plus models and sizes:
1. Loosen the inner cannula from the outer cannula

2. To clean the tube (outer and inner cannula) and obturator, rinse the devices separately under
lukewarm (max. 40 °C/104 °F) potable water until they are visibly clean and free of encrustations.
3. Particular attention should be taken to ensure the inside of the tube and as appropriate, the sub-
glottic suction are thoroughly rinsed.

4. For removal of residual debris brushes or swabs offered by Tracoe can be used, see “Supplemen-
tary Products”.

5. Alternatively, the Tracoe cleaning products (see “Supplementary Products”) can be used in
accordance with their respective instructions for use.

6. After cleaning, rinse the tube with potable or distilled water.

7. If the tube is not visually clean after rinsing then:

 repeat rinsing until it is visibly clean, or

 repeat the cleaning using the Tracoe cleaning products, or

« safely dispose of the tracheostomy tube.
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8. All areas of the tube and obturator should be inspected, in adequate light, to ensure the device is
free of contaminants and encrustations.

9. Following the cleaning process, place the tube and obturator on a clean lint-free dry towel and
air dry in an area free of airborne contaminants.

10. The outer cannula, the inner cannula and the obturator are considered dry when there is no
visual evidence of residual water. Please check, that the inner of the cuff is dry.

11. Finally, a visual and functional inspection prior to re-insertion should be performed to verify
that the tube and obturator are not damaged (also see chapter “Preparing the Tube”).

Caution:

¢ The tracheostomy tube (outer and inner cannulas) and obturator should be cleaned immediately
after removal from the stoma to prevent drying of soil and contaminants.

*  When cleaning, take care not to damage the cuff or the inflating line.

¢ When immersing a cuffed tube in a cleaning reagent solution, it is recommended to not sub-
merge the pilot balloon in the solution.

* The frequency of cleaning must be defined by the physician but must not exceed the allowed
frequency.

¢ Itis recommended to clean the tracheostomy tube on a daily basis. Maximum allowed cleaning
cycles within 29 days are 29 for the outer cannula and 35 for the inner cannula, otherwise biocom-
patibility and material stability could be impaired.

* The tubes must never be cleaned using agents or procedures which are not specified in
this instruction.

« The tracheostomy tube is single patient use. Therefore, it must be returned to the same patient.
« Failure to clean the device properly can result in damage to the tube, an increase in air resistance
due to obstructions, or irritation/inflammation of the tracheal stoma.

< Since the upper respiratory tract is never free from microorganisms, even in healthy individuals,
we do not recommend the use of disinfectants.

10. Storage

a) Store the Tracoe products in their original packaging according to the conditions displayed on
the packaging. Do not heat the products to a temperature above 60°C.

b) Store cleaned tracheostomy tubes in a clean covered container, within a clean and dry location,
and away from sunlight. Re-insert the tracheostomy tube as soon as possible. Improper storage
conditions may result in tube damage or contamination. Do not store the cleaned devices for more
than 29 days from first use.

11. Packaging
The product is provided sterile (with ethylene oxide) which allows application under sterile condi-
tions. Tracoe tracheostomy tubes do not require a sterile environment during normal use or cleaning.

12. Disposal

Used products are to be disposed of in accordance with national regulations, waste management
plans, or clinical procedures governing biohazardous waste materials, e.g. the direct disposal in a
tear and moisture-resistant and secure bag or container, which is routed to the local waste disposal
system for contaminated medical products.

For further recommendations, contact your hygiene officer in health facilities, or the local waste
management for homecare use.

13. Returns and Complaints

If you have a complaint about the device, please contact complaint.se@atosmedical.com.

Ifit is involved in a reportable incident, as defined in local medical device legislation, additionally
contact the appropriate regulatory body in the country of use.

14. Supplementary Products
Tracoe Twist Plus Tracheostomy Tubes with Minimally Traumatic Insertion System are also avail-
able as Tracoe Experc Set in combination with Tracoe Experc Dilation Set.

The Tracoe Seldinger Guide Wire is part of the above-mentioned sets. It is also available separately
with or without guiding catheter.

14.1 Recommended Products:

¢ Tracoe Twist Plus Spare inner cannulas

« Syringes with standard male Luer connector

« Cuff pressure monitors for HVLP cuffs with standard male Luer connector

¢ Tracoe Smart Cuff Manager

« Sterile water-soluble lubricating jellies for tracheostomy applications

* Neck straps

« Disconnecting wedges for tracheostomy / endotracheal tubes with 15 mm connectors
¢ Humid Moist Exchangers (HME) with a standard male 15 mm connector

14.2 Optional Products:

* Speaking valves and occlusion caps with a standard male 15 mm connector
« Cleaning agents offered by Tracoe

« Cleaning accessories (e.g. swabs, brushes, tub) offered by Tracoe

» Tracoe Shower Guard

« Dressings and compresses

< Protective textiles (e.g. bibs, scarves, roll-necks)

15. General Terms and Conditions

The sale, delivery and return of all Tracoe products shall be affected exclusively on the basis
of the valid General Terms and Conditions (GTC), which are available either from
Tracoe Medical GmbH or on our website at www.tracoe.com.

SK - SLOVENSKY

Navod na pouzitie
Tracheostomické trubice Tracoe Twist Plus so systémom na minimalne
traumatizujuce zavedenie

Pouzivanie vokalizacie nad manzetou (ACV) ma len schvalenie CE.

POZNAMKA:

« Pozorne si precitajte navod na pouzitie. Je sucastou opisané¢ho produktu a musi byt vzdy k dispozicii.
V zaujme bezpecnosti pacientov a vasej vlastnej bezpecnosti dodrziavajte nasledujuce bezpe¢nostné
informacie.

Tracoe Medical GmbH
info-tracoe@atosmedical.com

Ilustrécie, na ktoré sa odvolava text, néjdete na ilustrovanych stranéch na zaciatku tohto navodu.
Cisla oznac¢uju komponenty produktu a odkazuju na prisluiné obrazky vyrobku. Symboly a ikony
pouzivané s vyrobkom st vysvetlené v astiach ,,V§eobecny popis* a ,,Funkény popis®.

1. Urcené pouzitie a indikacie na pouzitie
Tracheostomické trubice Tracoe Twist Plus st uréené na poskytovanie trachealneho pristupu na
zabezpecenie dychacich ciest. M6Zu sa pouzivat’ az 29 dni.

Klinicky prinos: Tracheostomické trubice Tracoe Twist Plus umoznuju trachealny pristup do
dolnych dychacich ciest. Modely s manzetou sa po nafuknuti mézu pouzit’ na uzavretie dychacich
ciest (napr. pri mechanickej ventilacii).

Trubice Tracoe Twist Plus su dvojlumenové. Vnutornu kanylu je mozné vybrat’ alebo vymenit’
napr. kvoli Cisteniu od sekrétov alebo prekazok, zatial’ o vonkajsia kanyla zostava na mieste.
Priechodnost’ dychacich ciest sa tak méze obnovit’ vymenou vnutornej kanyly.

Trubice so subglotickym odsavacim kanalom umoziuju odstrafiovat’ sekrét, ktory zostava nad
naftiknutou manzetou.

Perforované modely umoziuji smerovat’ ¢ast’ pridu vzduchu do hornych dychacich ciest. Ak si
liecba nevyzaduje alebo neumoziiuje (napr. mechanicka ventilacia) pouzitie perforovanej
tracheostomicke;j trubice, perforovana ¢ast’ sa moze uzavriet’ vlozenim neperforovanej vnutornej
kanyly.

15 mm konektor je Standardizovany komponent, ku ktorému je mozné pripojit’ d’alsie pomocky na
zabezpecenie dychacich ciest (napr. mechanicky ventilator, pomoc pri kasli, nebulizator atd’.).

V porovnani s pouZzitim endotracheélnej trubice sa zmensuje anatomicky mftvy priestor a pri
pouziti tracheostomickej trubice je mensia potreba sedécie. Pri pouziti tracheostomickej trubice
mozno predist’ riziku dlhodobych komplikacii spojenych s dlhodobou endotrachealnou intubaciou
(napr. poranenia hlasiviek, tvorba granulaéného tkaniva v oblasti hrtana atd’.).

Populacia pacientov: Produkt je ur¢eny pre dospelych a dospievajucich (> 12 — 21 rokov).

Klinické pouZitie: Produkt je ureny pre mechanicky ventilovanych a samostatne dychajucich
pacientov v nemocniciach, prednemocni¢nych zariadeniach (EMS), zariadeniach dlhodobej
starostlivosti alebo ambulanciach, pripadne v domacej starostlivosti.

Urceny pouzivatel: Produkt méze pouzivat’ zdravotnicky personal vyskoleny v starostlivosti o
tracheostomiu alebo osoby vyskolené odbornikmi.

Indikacie na pouZitie: Tracheostomicka trubica je indikovana u pacientov, u ktorych je potrebny
pristup do dolnych dychacich ciest pomocou tracheostémie na zabezpecenie dychacich ciest.
Tracheostomické trubice Tracoe Twist Plus st dvojlimenové. V pripade usadenin alebo upchatia
viskoznym sekrétom sa moéze vnitorna kanyla vybrat’ a vymenit.

Tracheostomicka trubica s vel’koobjemovou nizkotlakovou manzetou (HVLP) uzatvara priedusnicu
a oddel'uje horné dychacie cesty od dolnych dychacich ciest. Preto umoziiuje u¢inna ventilaciu a
znizuje pritok subglotickych sekrétov do plic.

Systém na minimalne traumatizujice zavedenie je len na jedno pouzitie a je uréeny na zavedenie
tracheostomickej trubice Tracoe Twist Plus pomocou Seldingerovej techniky. MéZe sa pouzit’ na
prvé zavedenie tracheostomickej trubice po perkutannej dilatacnej tracheostomii alebo v pripade
vymeny trubice.

Tracheostomické trubice Tracoe Twist Plus Extract so subglotickym odsavacim kanalom a
manzetou (REF 316-P a REF 888-316-P) sa pouzivaju prevazne u pacientov, ktori produkujt vel'ké
mnozstvo sekrétov a u ktorych je indikované odsavanie subglotického priestoru.

Tracheostomickeé trubice Tracoe Twist Plus Extract mozno pouzit’ na vokalizaciu nad manzetou (ACV).

Dvojita perforacia modelov Tracoe Twist Plus (REF 312-P, REF 888-316-P) umoziuje smerovat’
¢ast’ pradu vzduchu do hornych dychacich ciest.

Pouzitie u jedného pacienta a uZitona Zivotnost’: Tracheostomicka trubica Tracoe Twist Plus je
uréenda na pouzitie u jedného pacienta a jej zivotnost je 29 dni. Pocas tohto obdobia je mozné
pomdcku vycistit’ a opdtovne ju zaviest’ u toho istého pacienta.

Pomdcka sa nesmie pouzivat’ dlhsie ako 29 dni od prvého otvorenia sterilnej bariéry. Toto maximalne
obdobie pouZivania zahffia pouzivanie pomdcky pacientmi aj inymi osobami (napr. Cistenie).

Upozornenie:
Dlhodobé pouzivanie tracheostomickej trubice dlhsie ako 29 dni méze viest k problémom s
bezpecnost'ou materialu a biokompatibilitou.

2. Vseobecny popis
Tracheostomicka trubica Tracoe Twist Plus je vyrobena z PU a poskytuje umelé dychacie cesty do
dolnych dychacich ciest.

Produkt obsahuje vonkajsiu kanylu s 2 alebo 3 vniitornymi kanylami s 15 mm konektorom, systém
na minimélne traumatizujice zavedenie (zavadza¢, vodiaci katéter so silikonovym puzdrom),
perforovany obturator, textilny fixa¢ny pas a lubrikacny gél, ktoré sa dodavaju spolu v sterilnom
vrecku. Adaptéry na pouzitie s externymi odsavacimi pomockami sa dodavaju len s modelmi so
subglotickym odsavanim (REF 316-P, REF 888-316-P). Perforované modely (REF 312-P,
REF 888-316-P) obsahuju aj uzatvéraci kryt.

Tracheostomické trubice Tracoe Twist Plus st dostupné v réznych priemeroch a dizkach.
Tracheostomické trubice, ktoré su sticastou systému na minimélne traumatizujuce zavedenie, st
modely s manZetou, ktoré sa dodavaji s vyfaknutou manzetou. Vhodny priemer a dizku trubice
ur¢i lekar.

Tracheostomicka trubica je vd’aka svojmu materialu rontgenkontrastna.

Klinické pouzitie pomocky v prostredi MR zavisi od §pecifikacii produktu a je popisané v kapitole
,,Bezpecnostné informacie o MRI.

Tracheostomicktl trubicu mozno pouZit' v kombindcii so zdravotnickymi pomdckami, ktoré st
schvalené na invazivnu ventilaciu cez tracheostom a st pripojené pomocou Standardného 15 mm
konektora. Tracheostomické trubice so subglotickym odsavacim kanalom mozno pouzit so
zdravotnickymi pomdckami schvalenymi na subglotické odsavanie.

Tento produkt sa dodava s informacnou kartou vratane dvoch odnimatelnych stitkov, ktoré
obsahuju podrobnosti o produkte. Tieto Stitky ul'ah¢ia opdtovné objednanie pomécky a jej bezpecné
pouzivanie v prostredi MR. Stitky mozno pripojit' k zdznamu pacienta.

Atos

atosmedical.com

2025-02 801617 2.0 / EN, SK 6/10



Na obrazku 1 je uvedeny najkomplexnejsi model tracheostomickej trubice.

1 trubica 7 odsavaci kanal
2 Manzeta HVLP Ta vnutorny luerovy konektor
2a | nafukovaci privod b odsavacie zariadenie
2b kontrolny balonik so spatnym 8 obturator
ventilom
3 Standardny 15 mm konektor 9 perforovana vnutorna kanyla
4 poistna matica 9a neperforovana vnitorna kanyla
5 kréna priruba 10 uzatvaraci kryt
6 zavadzac 11 adaptéry
6a vodiaci katéter 12 fixacny pas
6b silikonové puzdro 13 lubrika¢ny gél

(1) Tracheostomicka trubica:

* Vsetky trubice st zakrivené a zuzené smerom k distalnemu koncu a na distalnom konci maju
okruahly hrot (vnutri pacienta)

¢ Vsetky trubice su vyrobené z rontgenkontrastného materialu

REF 311-P: Trubica obsahuje manzetu

REF 312-P: Trubica obsahuje manzetu a ja perforovana

REF 316-P: Trubica obsahuje manzetu so subglotickym odsavacim kanalom

REF 888-316-P: Trubica obsahuje manzetu, je perforovana a so subglotickym odsavacim kanalom

o o o o

(2) Velkoobjemova nizkotlakova manZeta (HVLP):

* HVLP manzeta (2) je umiestnena na distalnom konci tracheostomickej trubice a je priamo
pripojena k nafukovaciemu privodu (2a).

« Proximalny koniec nafukovacicho privodu obsahuje kontrolny balonik (2b) so zabudovanym
samotesniacim spatnym ventilom a vnatornym luerovym konektorom.

« HVLP manzeta sa nafukuje iba vzduchom.

« Kontrolny balonik (2b) zobrazuje priemer manzety (CD) a pripadne jej vel'kost’.

(5) Kréna priruba:

¢ Kréna priruba (5) ma zakriveny tvar.

* Priruba je vd'aka dvojitému otaCaniu horizontalne a vertikalne pohybliva

* Nakrénej prirube je uvedeny kod produktu (REF), klinicka vel'kost (size), vniitorny priemer (ID),
vonkajsi priemer (OD), dlzka (TL) trubice a bezpe¢nostny symbol MR.

(6-6b) Systém na minimélne traumatizujiice zavedenie

« Kombinacia zavadzaca (6) a vodiaceho katétra (6a) so silikonovym puzdrom (6b) predstavuje
systém na minimalne traumatizujuce zavedenie.

¢ Silikénova manzeta premost'uje medzeru medzi kuzelovym koncom zavadzaca a distalnym
koncom trubice.

¢ Systém na minimalne traumatizujuce zavedenie sa pouziva na umiestnenie tracheostomicke;j
trubice Tracoe Twist Plus pomocou Seldingerovej techniky.

(7-7b) Subgloticky odsavaci kanal:

¢ Tracheostomické trubice Tracoe Twist Plus Extract (REF 316-P, REF 888-316-P) obsahuju na
vonkajsej strane tracheostomickej trubice subgloticky odsavaci kanal (7). Odsavaci otvor je
umiestneny v najnizsej moznej polohe nad manzetou.

* Proximalny koniec odsavacieho kanala obsahuje §tandardny port s vnitornym luerovym
konektorom (7a) na pripojenie k externému doplnkovému zariadeniu pouzivanému pri
subglotickom odsavani alebo na privod vzduchu/kyslika pre ACV. Na subglotické odsavanie
mozno na pripojenie pouzit’ d’alsie adaptéry (11).

* Subgloticky odsavaci port (7a) mozno uzavriet' pomocou prilozené¢ho uzaveru.

(8) Obturator:

« Perforovany obturator (8) ma na distalnom konci hladky, okrahly, kuzel'ovy hrot. Obturator sa
pouziva na opétovné zavedenie tracheostomickej trubice pri tracheostomii.

* Vdaka perforacii sa obturator moze pouzivat’ so Seldingerovou technikou.

(9-9a) Vniitorné kanyly:

¢ Modely REF 311-P a REF 316-P sa dodavaju s 2 vnutornymi kanylami, z ktorych jedna je
vopred namontovana vo vonkajsej kanyle.

¢ Perforované modely REF 312-P a REF 888-316-P sa dodavaju s 3 vnutornymi kanylami, z
ktorych jedna je vopred namontovana vo vonkajsej kanyle.

« Kazda vnutorna kanyla ma 15 mm konektor s poistnou maticou (4). Modra poistna matica oznacuje
perforovanu vnuitornu kanylu (9) a biela matica ozna¢uje neperforovani vniitorni kanylu (9a).

* Modely REF 311-P a REF 316-P obsahuju 2 neperforované vnutorné kanyly.

* Modely REF 312-P a REF 888-316-P obsahuju 1 perforovant a 2 neperforované vniitorné kanyly.
« Standardizovany 15 mm konektor (3) je trvalo pripojeny k vniitornej kanyle a je uréeny na
pripojenie tracheostomickej trubice k externym zariadeniam s vnitornymi Standardizovanym
15 mm konektorom, napr. na pripojenie k mechanickej ventilacii, HME, fona¢ny ventil.

(12) Fixacny pas:

« Fixacny pas (12) je mékky pas polstrovanej latky, ktory sa obtaca okolo krku pacienta.

« Konce popruhu st vybavené suchym zipsom, ktoré sa vkladaju cez ocka krénej priruby na
zaistenie polohy tracheostomickej trubice.

¢ Frekvenciu vymeny urcuje lekar alebo zdravotnicky pracovnik.

(13) Lubrika¢ny gél
« Lubrika¢ny gél (13) sa méZe pouzit' na zavedenie trubice so systém na minimalne traumatizujiice
zavedenie alebo obturdtorom.

Doplnkové produkty:
« Produkty, ktoré mozno pouzit' v kombinacii s tracheostomickymi trubicami Tracoe Twist Plus
st uvedené v Casti ,,Doplnkové produkty*.

3. Bezpecnostné informacie o MRI
REF 311-P, REF 312-P, REF 316-P a REF 888-316-P

Neklinické testovanie preukazalo, ze tracheostomické trubice Tracoe Twist Plus REF 311-P, REF 312-P,
REF 316-P a REF 888-316-P st ,,podmienecne bezpecné v prostredi MR*. Pacienta s touto pomdckou
mozno bezpecne skenovat systémom MR, ktory spliia nasledujiice podmienky:

« Statické magnetické pole 1,5 Tesla (T) alebo 3,0 T.

¢ Maximalny priestorovy gradient pol'a 1900 gaussov/cm (19 T/m).

* Maximalna priemerna Specificka miera absorpcie (SAR) celého tela (normalny prevadzkovy rezim)
v systéme MR bola 2 W/kg a maximalna $pecificka miera absorpcie (SAR) celej hlavy 3,2 W/kg.

Tracoe Medical GmbH
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* Len kvadraturne pohanana cievka vysielacieho telesa.

» Kr¢na priruba (5) musi byt’ zaistena na mieste pomocou fixaéného pasu (12).

« Spitny ventil manZzety tracheostomickej trubice (2b) musi byt’ pripevneny ku kozi lekarskou
paskou, mimo pozadovanej oblasti na diagnostiku MR.

Pri neklinickom testovani sa artefakt obrazu sposobeny spéatnym ventilom rozprestiera (radialne) az do
107 mm od spétného ventilu pri snimani pomocou sekvencie impulzov gradientného echa a MR systému
1,5 Taaz do 113 mm pri zobrazovani pomocou sekvencie impulzov spinového echa v MR systéme 3,0 T.
Preto sa odporuca prilepit’ spétny ventil na kozu pacienta mimo oblasti zaujmu.

Varovanie:

Pri pouziti v MR zobrazovani:

« Trubicu bezpecne upevnite pomocou fixacného pasu bez kovu, aby ste zabranili jej pripadnému
pohybu v prostredi MR.

« Spitny ventil bezpe¢ne pripevnite mimo oblasti zaujmu pomocou Standardnej lekarskej pasky,
aby sa zabranilo pohybu v prostredi MR.

« Kvalita MR obrazu moze byt’ zhorSena, ak sa oblast’ zaujmu nachadza v blizkosti nafukovacieho ventilu.

4. Kontraindikacie

Tracheostomické trubice:

¢ Tracheostomicku trubicu nemozno pouzit’ v spojeni so zariadeniami emitujiicimi teplo, napr.
laserom. Hrozi nebezpecenstvo poziaru, mozu sa vytvarat’ aj toxické plyny a trubica sa moze poskodit’.
* Manzeta HVLP sa nesmie nafukovat’, ak sa pouziva fonacny ventil alebo uzatvaraci kryt a naopak.
* Novorodenci, dojcata a deti (< 12 rokov).

Pouzitie ACV:

+ Pacienti s novym tracheostomom (menej ako 7 — 10 dni po chirurgickom reze).

Prekazky v hornych dychacich cestach, ktoré mozu branit’ pradeniu vzduchu a tym aj schopnosti fonacie.
Prekazky mozu viest’ k narastu tlaku v priedusnici a tym sposobit’ riziko podkozného emfyzému.
Pacienti s chirurgickym emfyzémom alebo infekciami trachealneho tkaniva.

Pacienti s jednostrannou alebo obojstrannou paralyzou hlasiviek v strednej polohe.

5. Vseobecné preventivne opatrenia

* Ak sa produkt pouziva spolu s inymi zdravotnickymi poméckami, dodrziavajte prislusné
pokyny na pouzitie. V pripade akychkol'vek otazok alebo potreby pomoci sa obrat'te na vyrobcu.
« V pripade komplikacii pocas opisanych postupov sa musia prijat’ bezpe¢nostné opatrenia,
aby sa zaistila okamzita ventilacia cez alternativne dychacie cesty (napr. translaryngealna intubacia,
laryngealna maska). Odportca sa vychadzat’ z prislusnych platnych usmerneni a noriem pre
pacientov so stazenymi dychacimi cestami, napr. z praktickych usmerneni pre manazment
stazenych dychacich ciest (American Society of Anesthesiologists, 2013).

Pred kanylaciou alebo opitovnou kanylaciou sa musia u pacienta stanovit’ optimalne hladiny kyslika.
» Dorazne sa odporica, aby sa pri 16zku pacienta nachadzala nahradna trubica pripravena na pouzitie
a niekol’ko vnuitornych kanyl. Nahradné pomdcky skladujte v istych a suchych podmienkach.

* Odporica sa tiez mat pri 16zku niidzovi nahradntt pomécku pre pripad neplanovanej vymeny
tracheostomickej trubice, napr. v dosledku komplikacii, kolapsu tracheostomu a podobne. Nudzova
nahradna pomécka by mala byt o jednu alebo dve velkosti mensia ako pouzivana pomdocka.

Pred pouzitim/zavedenim je potrebné skontrolovat’ neporusenost’ a funkénost’ vyrobku. Uistite sa, ze
je trubica bez prekazok a ¢i material manzety nie je krehky alebo roztrhnuty a moze sa nafuknut’/vyfuknut,
¢i nie je prehnutd, roztrhnuta alebo prerezana, ¢i je spojenie medzi trubicou a krénou prirubou stabilné atd’.
Ak je produkt poskodeny, musi sa vymenit’ za novy.

« Sterilny obal a vonkajsi obal sa pred otvorenim musia skontrolovat’ z hl'adiska neporusenosti
a funkénosti. Ak je obal poskodeny alebo bol neamyselne otvoreny, pomdcka sa nesmie pouzivat’.
« Pocas umiestiiovania, pouzivania alebo odstranovania tracheostomickej trubice nepouzivajte
nadmernu silu.

«  Pri pripajani alebo odpajani tracheostomickej trubice od externych pomdcok nepouzivajte nadmerni silu.
Mobhlo by to mat’ za nasledok poskodenie tracheostomickej trubice a/alebo posunutie/dekanylaciu.

« Pri pripajani alebo odpéjani tracheostomicke;j trubice k/od externych pomécok ju vzdy drzte za
zakladiiu 15 mm konektora.

* Poloha perforacie sa musi skontrolovat’ pomocou endoskopie.

« Ak sa ako anestetikum pouzije oxid dusny (rajsky plyn), tlak v manzete sa moze zmenit’.

« Ziadne &asti systému nafukovania manzety nesmu byt po¢as merania tlaku manzety namahané
a prekrutené, inak mdze manometer zobrazovat’ nespravne hodnoty tlaku.

« Uistite sa, ze vietky povolené predmety (napriklad ruény manometer) pouzivané na nafuknutie manzety
st Cisté (bez prachu, viditenych Castic a necistot). Akakol'vek prekazka v plniacom systéme manZzety moze
mat’ za nasledok vyfuknutie manzety, ¢im sa znizi u¢innost’ ventilacie alebo ochranu pred aspiraciou.

* Aby sa predislo poskodeniu manzety a ul'ah¢ilo sa jej zavedenie, vzdy sa uistite, Ze je manzeta
pred vlozenim vyfuknuta, pricom vyfiknuta manzeta musi smerovat’ ku krénej prirube.

* Ked je k plniacej hadi¢ke nafuknutej manzety pripojeny manometer a/alebo spojovacia trubica,
vzdy dojde k vyrovnaniu tlaku medzi manzetou a pripojenou pomdckou. To bude mat’ za nasledok
miernu stratu tlaku v manzete. V pripade potreby znovu upravte tlak, kym nebude v optimalnom rozsahu.
« Voda v manzete: Vietky manzety HVLP maji ur€ity stupen priepustnosti vodnej pary. V manzete
sa preto moze hromadit’ skondenzovana vodna para. Ak sa do nafukovacieho privodu neimyselne
dostane vicsie mnozstvo vody, moze to viest’ k nespravnemu meraniu tlaku v manzete, nastaveniu
tlaku v manzete a vyfuknutiu manzety. V takom pripade sa musi tracheostomicka trubica vymenit’.

« Pri vymene vnutornej kanyly vzdy dbajte na to, aby sa nafukovaci privod manzety nenachadzal
medzi vnutornou a vonkaj$ou kanylou, pretoze by sa mohla zachytit’ a poskodit’.

« Pocas mechanickej ventilacie a Castych zmien polohy pacienta alebo manipuléacie s trubicou sa méoze
vnutorna kanyla oddelit’ od vonkajsej kanyly. Preto pravidelne kontrolujte pripojenie vnitornej kanyly.
« Pocas subglotického odsavania dbajte na to, aby podtlak nebol nadmerny a nebol aplikovany dlhsi
Cas, aby nedoslo k vysu$eniu subglotického priestoru. Odportca sa prerusované odsavanie.
Zatvorenim uzaveru portu odsavacieho zariadenia po odsavani sa moze znizit' (i¢inok vysychania.
Odsavacie zariadenie moze zablokovat’ v dosledku nahromadenych a/alebo zaschnutych sekrétov
vnutri odsavacieho zariadenia alebo pocas odsavania nadmerného mnozstva tekutiny. Ak dojde k
zablokovaniu odsavacieho zariadenia, postupujte podl'a pokynov v kapitole ,,Subglotické odsavanie*.
* Nespravne podmienky skladovania mézu viest' k poskodeniu produktu alebo sterilnej bariéry.
¢ Odbornici musia pravidelne monitorovat’ zivotne dolezité parametre.

6. Varovania

« Tento produkt nepouzivajte, ak ma poruseny/poskodeny sterilny obal alebo vonkajsi obal, napr.
otvorené okraje, diery v obale atd’.

* Regeneracia (vratane opdtovnej sterilizacie) nie je povolena, pretoze by mohla ovplyvnit
materidl a funkciu produktu. Produkty st uréené len na jedno pouZitie.

« Upravy produktov Tracoe nie su povolené. Spolo¢nost’ Tracoe nezodpoveda za upravené produkty.
* Po odstraneni zavadzacieho systému sa uistite, Ze silikonova manzeta je stile umiestnena na
vodiacom katétri. V opa¢nom pripade sa musi silikonové puzdro (réntgenkontrastné) okamzite odstranit’
z trubice alebo dychacich ciest.

 Pri pociato¢nom umiestneni tracheostomickej trubice okamzite zastavte ventilaciu cez horné dychacie
cesty, ked’ sa nafilkne manzeta zavedenej tracheostomickej trubice. Tym sa znizuje riziko barotraumy.

« Dbajte na to, aby sa manzeta neprepichla nastrojmi alebo ostrymi hrebefimi trachealnej chrupavky.
« Na tracheostomické aplikacie pouzivajte iba vo vode rozpustné lubrikacny gél, pretoze gély na
baze oleja by mohli poskodit’ trubicu.

< Dbajte na to, aby sa trubica pri aplikacii lubrika¢ného gélu na hrot obturatora nezablokovala.

Atos
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* Po zavedeni skontrolujte polohu a funkciu trubice. Nespravne umiestnenie moze mat’ za
nasledok napr. trvalé poskodenie trachealne;j sliznice alebo mensie krvacanie.

* Po umiestneni trubice s fiou nepohybujte ani ju nepostvajte, pretoze by mohlo dojst’
k poskodeniu stomie/trachey alebo k nedostatoc¢nej ventilacii.

« Neotacajte 15 mm konektorom, pretoze by sa mohla otoc¢it’ vnutorna kanyla vo vonkajsej
kanyle. Mohlo by to viest’ k preruseniu privodu vzduchu alebo dislokacii tracheostomickej trubice.
Pomocou poistnej matice uvol'nite a znovu zaistite vnatorna kanylu.

« Na ventilaciu nikdy nepouzivajte perforované vnutorné kanyly.

* Aby nedoslo k poSkodeniu materialu manzety, nemala by byt v kontakte s lokalnymi
anestetikami obsahujiicimi aerosély alebo akékol'vek masti, napr. dexpanthenol.

« Dlhodoby a nadmerny tlak manzety nad 30 cmH,O (= 22 mmHg) predstavuje riziko trvalého
poskodenia trachey. )

* Manzetu napliiajte iba vzduchom. ManZetu nenaplajte tekutinami, pretoze by to viedlo k maximalnemu
tlaku v manZete nad 30 cmH,O.

* Nedostato¢né naplnenie manzety (do 20 cmH,0) mdZe viest' k nedostatocnej ventilacii a/alebo
zvySenému riziku aspiracie, ¢o moze v najhorSom pripade vyustit' do VAP (ventilatorova pneumonia)
alebo aspira¢nej pneumonie.

« Pri polohovani pacienta na 16zku dbajte na to, aby pacient nelezal na kontrolnom baloniku,
pretoZe by sa mohol zvysit’ tlak v manZete a potencialne by sa mohla poskodit’ trachea.

« Uistite sa, ze je manzeta pred zavedenim alebo odstranenim hadicky vyfuknuta (prazdna), aby sa
zabranilo poskodeniu stomie alebo trachey. Ak nie je mozné manzetu vyfuknut’, prestrihnite nafukovaci
privod noznicami a odstrate vzduch. V takom pripade je produkt chybny a musi sa vymenit..

« Pocas leteckej dopravy moze dojst’ k zmene tlaku v manzete. Preto zaistite trvalt kontrolu
tlaku v manzete.

« Pred vyfuknutim manzety sa uistite, ze horné dychacie cesty pacienta nie s zablokované. V pripade
potreby odstraiite z hornych dychacich ciest vSetky sekréty odsavanim alebo kasl'om pacienta.

< Uistite sa, Ze sa na plnenie manzety (prichl'adnd) a odsavanie (biela) pouzivaja spravne luerove
konektory.

< Uistite sa, ze sa pre ACV pouziva spravny luerovy konektor (biely).

« Uistite sa, Ze tracheostomicka trubica neobsahuje prekazky, ktoré by mohli viest' k znizeniu
prietoku vzduchu. Preto sa odporuca pravidelné odsavanie sekrétu z vnutra trubice v zavislosti od
individualnych potrieb pacienta (napr. mnozstvo sekrétov).

* Nadmerna viskozna sekrécia moze viest' k dislokacii tracheostomickej trubice. Pravidelnou
kontrolou polohy trubice zabezpecite jej spravne umiestnenie a znizte riziko dislokacie
subglotickym odsavanim sekrétu.

« Na odstranenie sekrétov z dychacich ciest pacienta a tracheostomickej trubice pouzivajte len
odsavacie katétre. Nastroje sa mozu zaklinit' v trubici a obmedzit’ ventilaciu.

« Pravidelne kontrolujte, ¢i st vietky spoje bezpecné, aby sa zabranilo neimyselnému odpojeniu
trubice od externého zariadenia a zabezpecila sa u¢inna ventilacia.

* 15 mm konektor udrziavajte ¢isty a suchy.

« Na odpojenie externého zariadenia od 15 mm konektora nepouzivajte neautorizované nastroje,
pretoze by mohlo dojst’ k deformacii 15 mm konektora.

« Uzatvaracie kryty/fonacné ventily sa musia pouzivat’ len s vyfuknutou manZetou, aby sa predislo
riziku udusenia.

« Pocas zavadzania a vyberania trubice sa moze vyskytnit’ potreba kasl'a alebo krvacanie.

7. Vedlajsie ucinky

Medzi typické neziaduce u¢inky pouzivania tracheostomickych trubic patri krvacanie, tlakové
body, bolest’, stendza a podrazdenie koze (napr. v dosledku vlhkosti), granulacia tkaniva,
tracheomalacia, tracheoezofagedlna fistula, zvySena sekrécia a tazkosti s prehltanim. V pripade
neziaducich G¢inkov okamzite kontaktujte lekara.

Pri pouzivani ACV patri medzi typické vedlajSie ucinky zvySend sekrécia, nepohodlie,
zachripnutie, kasel’, nevol'nost’ alebo vysychanie hrtana v dosledku obnovenia funkénosti hornych
dychacich ciest (Cistenie/chut/rozpravanie).

Pocas skasobného vyfuknutia manzety sa moze vyskytnut' zvySena sekrécia, nepohodlie,
zachripnutia, kasel” alebo nevolnost’.

8. Popis funkcie

Upozornenie:

« Dorazne sa odporuca, aby sa pri 16zku pacienta nachadzala nahradna trubica pripravend na pouzitie
a niekol’ko vnutornych kanyl. Nahradné pomécky skladujte v ¢istych a suchych podmienkach.

» Odporica sa tiez mat’ pri 16zku nudzovi ndhradnii pomécku pre pripad neplanovanej vymeny
tracheostomicke;j trubice, napr. v désledku komplikacii, kolapsu tracheostomu a podobne. Ntidzova
nahradna pomocka by mala byt o jednu alebo dve velkosti mensia ako pouzivana pomdcka.

* V pripade komplikacii pocas opisanych postupov sa musia prijat’ bezpecnostné opatrenia,
aby sa zaistila okamzita ventilacia cez alternativne dychacie cesty (napr. translaryngealna intubacia,
laryngealna maska). Odportca sa vychadzat' z prislusnych platnych usmerneni a noriem pre
pacientov so stazenymi dychacimi cestami, napr. z praktickych usmerneni pre manazment
stazenych dychacich ciest (American Society of Anesthesiologists, 2013).

8.1 Priprava trubice

Ide o sterilnii pomécku, ktord sa moze pouzivat v sterilnom prostredi.

Velkost trubice a vhodnu dlzku ur¢i lekar.

Bezprostredne pred pouzitim sa musia skontrolovat’ nasledujiice funkcie: funkénost' manzety,
kompletnost’ pomdcky. Ak pomocka zlyha pri pociatocnej kontrole, zopakujte postup s novou
pomdckou. Pomdcku nevyhadzujte a postupujte podl'a pokynov v Casti ,,Vratenie tovaru a reklamécie®.

A. Pri pouZiti systému na minimalne traumatizujiice zavedenie

1. Skontrolujte sterilny obal, aby ste sa uistili, Ze nie je poskodeny a ¢i st pritomné vetky komponenty.
2. Otvorte obal a vizualne skontrolujte pomdcku, ¢i nie je poskodena.

3. Skontrolujte, ¢i trubica nie je upchata, ¢i material nie je krehky alebo roztrhnuty, ¢i je manzeta
neporusend, ¢i nie su nafukovacie alebo odsavacie zariadenia zalomené, ¢i nie st roztrhnuté alebo
prerezané, ¢i je spojenie medzi trubicou a krénou prirubou stabilné.

4. Skontrolujte tesnost manzety HVLP nafuknutim pomocou ruéného manometra na tlak
50 emH,0 (= 36,78 mmHg). Naplnenti manzetu sledujte 1 minutu, aby ste zistili unik prejavujuci
sa znizenim tlaku/vyfiknutim manzety. Ak je manZzeta tesnd, odstrante vzduch pomocou strickacky.
Netahajte d’alej, napr. na dosiahnutie podtlaku.

5. Skontrolujte, ¢i sa poistna matica vopred namontovanej vnutornej kanyly da otvorit’ a znova
zaistit’ bez odporu. Ak chcete otvorit’ poistnii maticu vnitornej kanyly, otocte ju proti smeru
hodinovych ruci¢iek. Ak chcete zaistit’ poistnii maticu vnutornej kanyly, otocte ju v smere
hodinovych ruc¢i¢iek. Potom sa uistite, Ze je poistna matica spravne zaistena a vnitorna kanyla je
zaistena vo vonkaj$ej kanyle. Neodstraiujte vnitornii kanylu z vonkajsej kanyly.

Upozornenie:

« Pri kontrole uzamykaciecho mechanizmu vnitornej kanyly dbajte na to, aby ste neposunuli silikonova
manzetu, aby sa zabranilo vzniku medzery v priemere medzi distalnym koncom trubice a zavadza¢om.
V pripade posunu je mozné spoj dotiahnut’ opatrnym stiahnutim zavadzaca alebo vodiaceho katétra.

6. Skontrolujte, ¢i vopred zostavena silikonova manzeta hladko premostuje medzeru medzi
kuzelovym koncom zavadzaca a distalnym koncom hadicky trubice. Ak je viditeI'na medzera, spoj
mozete dotiahnut’ opatrnym stiahnutim zavadzaca alebo vodiaceho katétra.

Tracoe Medical GmbH
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Upozornenie:

o Nerozoberajte vopred zostavenii trach kii trubicu p tavajicu zo zavadzacieho
systému s vodiacim katétrom, tracheostomickej trubice a vnitornej kanyly.

. Net’ahajte za hrot vodiaceho katétra ani silikonové puzdro. Drite cely zavadzaci systém
(zavadzad, vodiaci katéter).

7. Silikonové puzdro a koniec tracheostomickej trubice sa potom namazi mnozstvom dodaného
lubrika¢ného gélu vel'kosti hrasku.

8.V pripade potreby mozno fixa¢ny pas pripevnit’ ku kridelkam krénej priruby na fixaciu po zavedeni
trubice. Ak sa ma pouzit’ fixatny pas, mal by sa este pred zakrokom umiestnit’ pod krk pacienta.

B. Pri poutZiti obturatora na opitovné zavedenie

Postupujte podl'a krokov 1 — 5, ako je popisané vyssie, a pokracujte nasledovne:

6. Zaistite, aby sa obturator vnutri tracheostomickej trubice mohol I'ahko pohybovat’ dovnutra a
von z trubice.

7. Umiestnite obturator do tracheostomickej trubice.

8. Na vy¢nievajucu Cast obturatora v spodnej Casti trubice vratane manZzety naneste tenky film
lubrikaéného gélu.

9.V pripade potreby mozno fixaény pas pripevnit ku kridelkam krénej priruby na fixaciu po zavedeni
trubice. Ak sa ma pouzit’ fixaény pas, mal by sa este pred zakrokom umiestnit’ pod krk pacienta.

8.2 Priprava pacienta

Bezprostredne pred zavedenim alebo opdtovnym zavedenim sa uistite, Ze je pacient optimalne
vopred okysli¢eny.

Ak je to mozné, umiestnite pacienta do rovnej polohy na chrbte s predsunutym krkom, aby sa
ulah¢ilo zavedenie.

8.3 Zavedenie trubice

A. Pri pouziti systému na minimélne traumatizujiice zavedenie

Systém na minimalne traumatizujiice zavedenie je ur¢eny na pouzitie so Seldingerovou technikou.
1. Tracheotomizovany pacient je pripraveny na kanylaciu a do stomického kanala je zavedeny
Seldingerov drét (je sucastou stiiprav Tracoe Experc, nie je sucastou P trubic).

2. Umiestnite tracheostomicku trubicu so zavadzacim systémom (zavadzac, vodiaci katéter)
na Seldingerov drot in situ (pozri obrazok 5). Ak pouzivate Seldingerov drot Tracoe, uistite sa,
ze ste prestali, ked’ je znacka na drote vidite'na mimo trubice na konci vodiaceho katétra mimo
pacienta. )

3. Zaved'te trubicu spolu so zavadzacom a vodiacim katétrom pozdlZ Seldingerovho drétu cez
tracheostom do trachey. Davajte pozor, aby trubica, rukovit zavadzaca, vodiaci katéter a
Seldingerov drot zostali zarovnané a fixované jednou rukou. Akékol'vek posunutie moéze mat’ za
nasledok vznik medzery medzi silikonovym puzdrom a trubicou, ¢o moze viest' k stazenému alebo
prerusenému zavadzaniu.

4. Jemne zatlacte trubicu dopredu, kym sa kréna priruba nedotkne povrchu koze.

5. Ked' je trubica na mieste, jednou rukou zaistite trubicu a vytiahnite zavadza¢ a vodiaci katéter
spolu so Seldingerovym drotom, zatial’ ¢o tracheostomicka trubica zostava na mieste v trachey
(pozri obrazok 6).

Ak je vybratie zavadzaca prili§ tazké, mozno ho vybrat’ aj spolu s vniitornou kanylou. Vnutornu
kanylu preto uvolnite otd¢anim poistnej matice proti smeru hodinovych rucic¢iek. Ak sa vnutorna
kanyla pri vyberani zavadzaca odstrani, uistite sa, Ze sa neskor opat’ vlozi a zaisti na mieste
otoc¢enim poistnej matice v smere hodinovych ru¢i¢iek. MéZe to byt bud’ vnutorna kanyla, z ktorej
bol odstraneny zavadzaci systém, alebo nahradna vnutorna kanyla.

Upozornenie:

« Net’ahajte za vodiaci katéter samostatne, kym je zavadza¢ stale vnutri tracheostomickej
trubice. Zavadza¢ vytiahnite vzdy spolu s vodiacim katétrom a Seldingerovym drétom alebo
najskor vyberte zavadzac a az potom vodiaci katéter, pricom tracheostomicka trubica zostane na
mieste v trachey.

« Po vybrati zavadzaca sa uistite, Ze silikonova manzeta je stale umiestnend na vodiacom katétri.
Ak sa silikonové puzdro odpoji od vodiaceho katétra, postupujte nasledovne: o Okamzite
skontrolujte limen tracheostomicke;j trubice. Ak objimka zostane v trubici, vnutorna kanyla sa
musi okamzite vymenit’ za ndhradnii pomocku.

o Ak silikonové puzdro nie je vizualne zistitené, odportca sa okamzite vykonat’ rontgenové
vySetrenie hrudnika na presnu lokalizaciu. Ked'ze je silikonové puzdro rontgenkontrastny,
rontgenové snimky sluzia ako priprava na bronchoskopické odstranenie.

B. S obturatorom

Obturator je perforovany a moze sa pouzivat’ v kombindcii so Seldingerovym drétom.

1. Pripravte trubicu a pacienta podl'a popisu v kapitole ,,Priprava trubice* a ,,Priprava pacienta®.
2. Pri zavadzani trubice (s obturatorom vnutri) do tracheostomu drzte trubicu za krénu prirubu a
pevne pritlacte obturator k 15 mm konektoru.

3. Jemne zatlacte trubicu dopredu, kym sa kréna priruba nedotkne povrchu koze.

4. Trubicu zaistite jednou rukou a po zavedeni ihned’ vyberte obturator.

8.4 Po zavedeni trubice

1. Skontrolujte, ¢i su dychacie cesty cez trubicu vol'né a v pripade potreby upravte polohu
tracheostomickej trubice (napr. pomocou bronchoskopu).

2. Ak je potrebna ventilacia, pripojte 15 mm konektor vnitornej kanyly k dychaciemu systému.

3. Ak je to relevantné: Manzetu tracheostomickej trubice nafiiknite vzduchom cez luerovy konektor
umiestneny na kontrolnom baloniku.

4. Aby sa zabranilo posunutiu trubice, zaistite ju na mieste pomocou fixaéného pasu.

5. Odporaca sa umiestnit’ obvdz medzi tracheostom a krénii prirubu, aby sa zabranilo podrazdeniu
koze pod prirubou.

6. Opidtovne skontrolujte tlak v manzete, aby ste sa uistili, Ze sa manzeta pocCas zavadzania
neposkodila.

8.5 Nafuknutie manzety

Moznost’ 1: Namiesto Standardnej strickacky na nafukovanie manzety odpori¢ame pouzit
priru¢ny manometer. Tlak v manzete nastavte podl'a individualnej ventila¢nej terapie a v
pravidelnych intervaloch ho kontrolujte. Typicky by mal byt tlak od 20 cmH,O (= 15 mmHg) do
30 cmH,0 (= 22 mmHg).

5

Moznost’ 2: Pomocou nastroja Tracoe Smart Cuff Manager udrzujte tlak v manzete v rozsahu 20 az
30 cmH,O0 prostrednictvom pasivnej kontroly. Pripojte vonkajsi luerovy konektor nastroja Tracoe
Smart Cuff Manager k vniitornému luerovému konektoru spitného ventilu tracheostomicke;j trubice.
Naftiknite nastroj Tracoe Smart Cuff Manager pomocou $tandardnej striekacky podl'a prislusného
navodu na pouzitie.

Upozornenie:
« Pri polohovani pacienta na 16zku dbajte na to, aby pacient nelezal na kontrolnom baloniku,
pretoZe by sa mohol zvysit' tlak v manZete a potencialne by sa mohla poskodit’ trachea.
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8.6 Pripojenie/odpojenie externého zariadenia

Ak chceete pripojit’ externé zariadenie alebo prislusenstvo (napr. ventilator), pevne uchopte
zakladiiu 15 mm konektora a jemne zatlacte na pripojovaci koniec externého zariadenia, kym
nebude bezpecne pripojeny k tracheostomickej trubici. V pripade pochybnosti niekol’kokrat otocte
pripojovaci koniec, aby ste si overili, aka sila je potrebna na zaistenie bezpe¢ného pripojenia a
neskorsicho jednoduchého odpojenia externého zariadenia.

Ak je odpojenie zlozité, pouzite Standardizovany oddelovaci klin (nie je sucast'ou dodavky) na
odpojenie tracheostomickej trubice od externého zariadenia alebo prisluSenstva postivanim otvoru
oddel'ovacieho klinu medzi 15 mm konektorom a externym zariadenim, kym sa obe zariadenia
neoddelia, pozri kapitolu ,,Doplnkové produkty*.

Upozornenie:

« Pri pripajani alebo odpéjani tracheostomickej trubice od externych pomdcok nepouzivajte
nadmernu silu. Mohlo by to mat’ za nasledok poskodenie tracheostomickej trubice a/alebo
posunutie/dekanylaciu.

8.7 Subglotické odsavanie

1. Ak cheete vykonat’ preruSované odsavanie, odstraite uzaver luerového konektora subglotického
odsavacieho zariadenia.

2a. Manualne odsavanie sa méze vykonavat’ pomocou striekacky.

2b. Aktivnu odsavaciu pomécku mozno pripojit’ pomocou adaptérov (pozri obrazok 2).

3. Po subglotickom odsavani opdtovne uzavrite luerovy konektor odsavacieho zariadenia
uzaverom.

Upozornenie:

* Ak je odsavaci kanal upchaty, mozno ho vy¢istit’ nafiknutim vzduchu/kyslika (odportca sa 3 — 6 I/min;
max. 12 1/min) alebo ho mozno vyplachnut’ fyziologickym roztokom (odporti¢a sa 2 — 3 ml). Neprekracujte
odporacané limity a dbajte na individudlnu znaSanlivost’ pacienta. Mozu sa vyskytnat' nasledujice
vedlajsie uc¢inky: Hromadenie potencidlne kontaminovanych sekrétov, nepohodlie, nevolnost’ a davenie,
nadmerné vylu¢ovanie.

« Pred preplachnutim odsavacieho kanala sa uistite, Ze je manZzeta dostato¢ne nafuknuta.

< Thned’ po preplachnuti odsavacieho kanala odstrante aplikovany fyziologicky roztok.

¢ Ak sa odsavaci kanal neuvol'ni, trubica sa musi vymenit’.

8.8 Vokalizacia nad manzetou
Upozornenie:
* Postup ACV musi vykonavat’ odborny personal.

Postup ACV sa pouziva na poskytovanie fonaénych schopnosti pre pacienta. Preto sa musi
prisposobit’ individualnym potrebam a schopnostiam pacienta. Je dolezité, aby bol pacient pouceny
a zapojeny do kazdého kroku ACV, aby sa zaistila spolupraca a dobré vysledky pocas aplikacie.
Pred pouzitim postupu ACV sa uistite, Ze pacient nosi tracheostomick trubicu s trvalo nafuknutou
manZetou a netoleruje vyfuknutie manZzety. V pripade potreby je mozné pred nafukovanim zvlh¢it’
vzduch cez subglotické odsavacie zariadenie, ktoré dokaze zabranit’ vysychaniu sliznice hrtana.

1. Vysvetlite pacientovi planovany postup. Uved'te mozné neziaduce reakcie a objasnite otazky
pacienta.

2. Skontrolujte, ¢i nie st horné dychacie cesty upchaté.

3. Vycistite subgloticky priestor od sekrétov pomocou subglotického odsavania.

4. Skontrolujte, ¢i nie je odsavaci kanal upchaty.

5. Pripojte nastaviteI'ny privod vzduchu alebo kyslika pomocou prstového konektora k vonkajsiemu
luerovému konektoru subglotického odsavacieho zariadenia. Alternativne sa m6zu pouzit’ iné
zariadenia na prerusenie trvalého pridenia vzduchu (napr. Y-konektor).

6. Pomaly vhanajte vzduch do hornych dychacich ciest pacienta, pricom zacnite s prietokom 1 1/min
a pomaly ho zvysujte na typickt rychlost’ 3 — 6 I/min v zavislosti od potrieb pacienta. Aby sa zabranilo
vysychaniu sliznice hrtana, prietok nesmie prekrocit’ 12 I/min. Na obmedzenie ¢asu pradenia vzduchu
pouzite prstovy konektor. Tento ¢asovy ramec by sa mal prispdsobit’ rytmu vydychu pacienta.
Prad vzduchu a ¢as nastavte v ramci komfortnej zony pacienta.

7. Sledujte reakciu pacienta a podl'a potreby upravte parametre (prietok a ¢as pridenia vzduchu).
8. Po skonéeni relacie vypnite prietok vzduchu, odpojte zariadenie od konektora subglotického
odsavacieho zariadenia a nasad'te uzaver.

Upozornenie:

« Prudenie vzduchu cez horné dychacie cesty moze pacienta drazdit’ alebo moze viest’ k zvySenej
sekrécii, kasl'u, nevolnosti alebo daveniu.

* Ak znie hlas chrapl'avo, zopakujte subglotické odsavanie, aby ste uvol'nili dychacie cesty.

« Upravte trvanie jednej relacie ACV podl'a schopnosti/vydrze pacienta.

« Pouzite kratke relacie ACV, aby ste zabranili vysychaniu sliznice hrtana.

« Pacientov s tracheostomom musi pravidelne sledovat’ vyskoleny zdravotnicky personal.

8.9 Vyfuknutie manzety

Pred vyfuknutim manzety zaistite, aby sa do dolnych dychacich ciest dostalo ¢o najmene;j sekrétov, napr.
subglotickym odsavanim a/alebo odsavanim cez trubicu. Na vyfuknutie manzety pripojte striekacku
(so zatlatenym piestom) k vniitornému luerovému konektoru kontrolného spétného ventilu. Tahajte piest,
kym sa z manzety neodstrani vzduch. Netahajte d’alej, napr. na dosiahnutie podtlaku. Pred odstranenim
tracheostomickej trubice musi byt’ manzeta vyfiknuta (prazdna).

Upozornenie:
¢ Pri odstraiovani vzduchu z manzety dbajte na objem odstraneného vzduchu. Sluzi ako
referencia pre integritu systému pri d’alSom nafukovani manzety.

8.10 Vymena vnutornej kanyly
Ak sa vo vnuatornej kanyle nahromadi viskozny sekrét, ktory sa neda odsat’, ¢im sa brani pradeniu
vzduchu, vymeite vnitornt kanylu za novu alebo vy¢€istenti vnutornt kanylu.

1. Oto¢enim poistnej matice proti smeru hodinovych ruéic¢iek uvolnite vnitornii kanylu a vyberte
ju.

2. Ak je vnatorna kanyla poskodena, d’alej ju nepouzivajte ani nevyhadzujte a postupujte podla
pokynov v kapitole ,,Vratenie tovaru a reklamacie®.

3. Po vlozeni novej vnutornej kanyly do vonkajsej kanyly ju zaistite otaCanim poistnej matice v
smere hodinovych ruéiciek, kym nezapadne na miesto.

Upozornenie:
« Pri zavadzani vnutornej kanyly sa uistite, Ze sa nafukovaci privod manzety nenachadza medzi
vnutornou a vonkajsou kanylou, pretoze by sa mohla zachytit’ a poskodit’.

8.11 Odstranenie trubice
V pripade vymeny trubice pripravte ndhradnu trubicu podl'a popisu v kapitole ,,Priprava trubice*.
Pred odstranenim trubice pripravte pacienta podl'a popisu v kapitole ,,Priprava pacienta®.
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1. Vyflknite manzetu (pozri kapitolu ,,Vyfuknutie manzety*).

2. Zaistite krénu prirubu a zaroven uvolnite fixa¢ny pas.

3. Pevne drzte krénu prirubu a opatrne vytiahnite tracheostomicku trubicu zo stomie.

V pripade potreby méze pomdct’ odsavanie sekrétov cez hadicku, aby sa zabranilo infiltracii do
dolnych dychacich ciest.

4. Po vybrati je potrebné trubicu ¢o najskor vycistit', aby sa zabranilo usadzovaniu tekutin.

5. Ak je trubica poskodena, d’alej ju nepouzivajte ani nevyhadzujte a postupujte podl'a pokynov v
kapitole ,,Vratenie tovaru a reklamacie™. V pripade vymeny trubice po vybrati trubice postupujte
podl'a pokynov popisanych v kapitolach ,,Zavedenie trubice”, ,,Po zavedeni trubice”, ,,Nafuknutie
manzety” a ,,Pripojenie/odpojenie externého zariadenia®.

9. Starostlivost a Cistenie

Upozornenie:

* Pomdcka sa nesmie pouzivat’ dlhsie ako 29 dni od prvého otvorenia sterilnej bariéry.

¢ Minimalne traumatizujici zavadza¢ a vodiaci katéter s ur¢ené na jedno pouzitie a nesmu sa
Cistit’ ani opakovane pouzivat.

» Toto maximalne obdobie pouzivania zahffia pouzivanie pomocky pacientmi aj inymi osobami
(napr. istenie).

* Z hygienickych dévodov a aby sa predislo zamene pri naslednej montazi trubice, musi sa
vy¢istit’ len jedna vonkajsia kanyla spolu s prislusnou vnatornou kanylou.

* Pred opitovnym zavedenim je potrebné skontrolovat’ neporusenost’ a funkénost’ vyrobku

Ciel'om C¢istenia tracheostomickej trubice a obturatora je odstranit’ akékol'vek telesné tekutiny
alebo usadeniny, ktoré by mohli branit’ jej klinickému pouzZitiu.

Dbajte na to, aby ste po vycisteni drzali vonkajsiu kanylu za krénu prirubu, vnitorna kanylu za
15 mm konektor a obturator za rukovat’.

Nasledujuce pokyny na manualne Cistenie platia pre vSetky modely a velkosti pomdcky Tracoe
Twist Plus:

1. Uvolnite vnitornti kanylu od vonkajsej kanyly

2. Na ¢Cistenie trubice (vonkajsej a vnitornej kanyly) a obturatora oplachnite pomdcky samostatne
vlaznou (max. 40 °C/104 °F) pitnou vodou, kym nebudu viditeI'ne ¢isté a bez usadenin.

3. Osobitnu pozornost’ treba venovat’ dékladnému oplachnutiu vnutorne;j strany trubice a pripadne
subglotického odsavania.

4. Na odstranenie zvy$kov necistot mozno pouzit’ kefy alebo tampony pontikané spolo¢nostou
Tracoe, pozri ,,Doplnkové produkty*.

5. Pripadne mozete pouzit’ Cistiace prostriedky Tracoe (pozri ,,Doplnkové produkty) v sulade s ich
prislusnymi navodmi na pouzitie.

6. Po vycisteni oplachnite trubicu pitnou alebo destilovanou vodou.

7. Ak trubica nie je po oplachnuti vizualne Cista, tak:

» zopakujte oplachovanie, kym nie je viditeI'ne Cista, alebo

« zopakujte Cistenie pouzitim Cistiacich prostriedkov Tracoe, alebo

* bezpecne zlikvidujte tracheostomicku trubicu.

8. Vsetky oblasti trubice a obturatora by sa mali skontrolovat’ pri primeranom osvetleni, aby ste sa uistili,
ze pomocka neobsahuje ne€istoty a usadeniny.

9. Po dokonceni ¢istenia poloZte trubicu a uzaver na €ista suchu utierku nepustajucu vlakna a
vysuste ich na vzduchu na mieste bez necistot prenasanych vzduchom.

10. Vonkajsia kanyla, vnatorna kanyla a obturator sa povazuju za suché, ked’ neexistuji Ziadne
vizualne znamky zvyskovej vody. Skontrolujte, ¢i je vnutorna strana manzety sucha.

11. Nakoniec by sa mala pred opétovnym zavedenim vykonat’ vizualna a funkéna kontrola, aby sa overilo,
ze trubica a obturator nie su poskodené (pozri aj kapitolu ,,Priprava trubice®).

Upozornenie:

« Tracheostomicka trubica (vonkajsia a vnitorna kanyla) a obturator by sa mali vy¢istit’ ihned’ po
vybrati zo stomie, aby sa zabranilo zaschnutiu ne€istot a kontaminantov.

« Pri Cisteni davajte pozor, aby ste neposkodili manzetu alebo nafukovaci privod.

« Pri ponoreni trubice s manzetou do roztoku Cistiacej reagencie sa odporti¢a neponarat’ kontrolny
balonik do roztoku.

« Frekvenciu ¢istenia musi urcit’ lekar, ale nesmie prekrocit’ povolenu frekvenciu.

¢ Tracheostomicku trubicu sa odportica Cistit’ denne. Maximalne povolené cykly Cistenia pocas 29 dni
st 29 v pripade vonkajsej kanyly a 35 v pripade vniitornej kanyly, inak by mohlo dojst’ k naruseniu
biokompatibility a stability materialu.

* Trubice sa nikdy nesmu ¢istit’ prostriedkami alebo postupmi, ktoré nie su uvedené v tomto
navode.

» Tracheostomicka trubica je uréenda na pouzitie u jedného pacienta. Preto sa musi vratit' tomu
istému pacientovi.

* Nespravne Cistenie pomdcky moze viest' k poskodeniu trubice, zvySeniu odporu vzduchu v
dosledku prekazok alebo podrazdeniu/zapalu tracheélnej stomie.

» Kedze horné dychacie cesty nikdy nie si bez mikroorganizmov ani u zdravych osob,
neodporuc¢ame pouzivat’ dezinfekéné prostriedky.

10. Ulozisko

a) Produkty Tracoe skladujte v p6vodnom obale podl’a podmienok uvedenych na obale. Produkty
nezahrievajte na teplotu vyssiu ako 60 °C.

b) Vycistené tracheostomickeé trubice skladujte v Cistej zakrytej nadobe na ¢istom a suchom mieste
a mimo dosahu slne¢ného svetla. Tracheostomicku trubicu ¢o najskor znovu zaved'te. Nespravne
podmienky skladovania mézu viest’ k poskodeniu alebo kontaminacii trubice. Vy¢istené pomocky
neskladujte dlhsie ako 29 dni od prvého pouzitia.

11. Balenie

Produkt sa dodava sterilny (s etylénoxidom), vd’aka ¢omu je mozné pouzitie v sterilnych
podmienkach. Tracheostomické trubice Tracoe pri beZznom pouZzivani alebo Cisteni nevyzaduji
sterilné prostredie.

12. Likvidacia

Pouzité produkty sa musia likvidovat' v stlade s narodnymi predpismi, planmi nakladania s
odpadom alebo klinickymi postupmi upravujucimi biologicky nebezpecny odpad, napr. priamou
likvidaciou v bezpe¢nom vrecku alebo kontajneri odolnom voci roztrhnutiu a vlhkosti, ktory sa
odovzda do miestneho systému likvidacie odpadu pre kontaminované zdravotnicke produkty.
DalSie odportcania vam poskytne hygienik v zdravotnickych zariadeniach alebo miestna sprava
odpadov pre domace pouzitie.

13. Vrétenie tovaru a reklamacie

Ak mate staznost’ tykajiicu sa pomdcky, smerujte ich na adresu complaint.se@atosmedical.com.
Ak sa vyskytne udalost’, ktort je potrebné nahlasit, ako je definované v miestnych pravnych
predpisoch o zdravotnickych pomdckach, obrat'te sa na prislusny regulac¢ny organ v krajine pouzitia.
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14. Doplnkové produkty
Tracheostomické trubice Tracoe Twist Plus so systémom na minimalne traumatizujiice zavedenie
st dostupné aj ako stprava Tracoe Experc v kombinacii so stpravou Tracoe Experc Dilation Set.

Vodiaci drot Tracoe Seldinger je sucastou vyssie uvedenych suprav. K dispozicii je aj samostatne
s vodiacim katétrom alebo bez neho.

14.1 Odporucané produkty:
« Nahradné vnatorné kanyly Tracoe Twist Plus

« Striekacky so §tandardnym vonkaj$im luerovym konektorom

*  Monitory tlaku manzety pre manzety HVLP so §tandardnym vonkaj$im luerovym konektorom
¢ Tracoe Smart Cuff Manager

 Sterilny vo vode rozpustny lubrika¢ny gél na tracheostomické pouzitie

« Fixac¢né pasy

« Oddel'ovacie kliny pre tracheostomické/endotrachealne trubice s 15 mm konektormi

* Vymenniky vlhkosti (HME) so §tandardnym 15 mm konektorom

14.2 Volitelné produkty:

< Fonacné ventily a uzatvaracie kryty so Standardnym 15 mm konektorom

. (:Zistiace prostriedky ponukané spolo¢nost'ou Tracoe

 Cistiace prislusenstvo (napr. tampony, kefy, vanicky) pontikané spolo¢nostou Tracoe
 Chranic¢ pri sprchovani Tracoe

« Obvizy a obklady

¢ Ochranné textilie (napr. podbradniky, Satky, rolady)

15. VSeobecné podmienky

Predaj, dodavka a vratenie vSetkych produktov Tracoe sa riadi vyluéne platnymi VSeobecnymi
obchodnymi podmienkami (VOP), ktoré su k dispozicii bud” od spolo¢nosti Tracoe Medical GmbH,
alebo na nasej webovej strainke www.tracoe.com.

Tracoe Medical GmbH
info-tracoe@atosmedical.com

Symbols

Manufacturer; Vyrobca

Country of manufacture with date of manufacture; Krajina vyroby
s datumom vyroby

Use-by date; Datum najneskorsej spotreby

Batch Code; Kod sarze

Medical Device; Zdravotnicka pomdcka

Instructions for use; Navod na pouzitie

Caution, consult instructions for use; Pozor, riad’te sa navodom na
pouzitie

Federal (USA) law restricts this device to the sale by or on the order
of a physician

Single Patient - multiple use; Jeden pacient — viacnasobné pouzitie

Sterilized using ethylene oxide; Sterilizované etylénoxidom

Do not resterilize; Znovu nesterilizujte

Do not use if package is damaged; NepouzZivajte, ak je poskodeny
obal

Peel here; Tu otvorit’

Keep away from sunlight and keep dry; Chrante pred slne¢nym
ziarenim a uchovavajte v suchu

Storage temperature limit; Limit skladovacej teploty

Single sterile barrier system; Systém jednej sterilnej bariéry

Single sterile barrier system with protective packaging outside;
Systém jednej sterilnej bariéry s vonkaj$im ochrannym obalom

Not made with phthalates (e.g. DEHP); Bez obsahu ftalatov (napr.
DEHP)

Not made with Natural Rubber latex; Nie je vyrobeny z prirodného
latexu

Packaging Content; Obsah balenia

MR conditional; Podmiene¢ne bezpeéné v prostredi MR

-~ [ =) | Triman symbol and Infotri for France; Symbol Triman a Infotri
@' H pre Francuzsko
@}9 Packaging is recyclable; Obal je recyklovatelny
B ol
E @9 Recycling guidelines; Usmernenia tykajice sa recyklacie

Fenestration; Perforacia

Low-pressure cuff; Nizkotlakova manzeta

Suction line; Odsavacie zariadenie

Minimally-traumatic inserter; Minimalne traumaticky zavadzac
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