TRACOE Twist Plus

(MD] A\CHH) C€ +

o]

Tracoe Medical GmbH
Reichelsheimer StraBe 1/ 3
55268 Nieder-Olm | Germany
info-tracoe@atosmedical.com
www.atosmedical.com

© Coloplast A/S. All rights reserved.
Atos and the Atos Medical logo
are trademarks of Coloplast A/S.

Contents
IMAGES, TABLES/ ILIUSTRACIJOS, LENTELES

N\
L X
7

PN

Atos

atosmedical.com

Image 1

tube/ Vamzdelis
2 |HVLP cuft/ DTMS manzeté
2a |inflation line/ Priputimo Zarnelé

pilot balloon with check valve/
2b |Kontrolinis balionélis su atbuliniu
voztuvu

standard 15 mm connector/
Standartiné 15 mm jungtis

3

4 |locking ring/ Fiksavimo ziedas
5 |neck flange/ Kaklo jungé
6

7

obturator/ Obturatorius

suction channel/ Siurbimo kanalas
female Luer connector/ Lizdiné
Luerio jungtis

7b |suction line/ Siurbimo zarnelé
9 fenestrated inner cannula/
Perforuota vidiné kaniulé
non-fenestrated inner cannula/
Neperforuota vidiné kaniulé

9a

10 |occlusion cap/ Uzkimsimo dangtelis

11 |adaptors/ Adapteriai
12 |neck strap/ Kaklo juostelé

EN - ENGLISH 2
LT - LIETUVIU K 5
SYMBOLS 9
Size Table REF 311, REF 312, REF 313, REF 314, REF 316, REF 888-316

Size

ID-IC OD-OCbc OD-OCbf TL

mm mm

077 70 9.8
80 108

118

100 128

mm
10.1
11.1
12.1
13.1

mm
85
88
90
92

OB
mm
91
95
99
102

BA

Q°
100
100
100
100

CD
mm
26
28
30
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
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Scope of delivery/

Tiekimo apimtis REF

311

REF
312

REF
313

REF
314

REF
316

REF
888-316

fenestrated tracheostomy tube, the fenestration can be closed by inserting a non-fenestrated inner
cannula.

The 15 mm connector is a standardized 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-

EN - ENGLISH

Instructions for Use
Tracoe Twist Plus Tracheostomy Tubes

The use of Above Cuff Vocalization (ACV)

CE approved

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 respira-
tory tract. The cuffed models, when inflated, can be used to seal the airway (e.g. for mechanical
ventilation).

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 model permits 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
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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 Tracoe Twist Plus extract tracheostomy tubes with subglottic suction channel and cuff (REF
316 and REF 888-316) are predominantly used for patients producing large amounts of secretions
and for whom suctioning of the subglottic space is indicated.

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, REF 314, REF 888-316) 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 a tracheostomy tube with or without a cuff, 2 inner cannulas with
15 mm connector, a perforated obturator, and a fabric neck strap which are supplied together within
a sterile bag. Adaptors for use with external suctioning devices are only delivered with the subglot-
tic suctioning models (REF 316, REF 888-316). The fenestrated models (REF 312, REF 314, REF
888-316) also contain an occlusion cap.

The Tracoe Twist Plus tracheostomy tubes are available in different diameters and lengths. The
cuffed models (REF 311, REF 312, REF 316, REF 888-316) are provided with the cuff deflated.
The appropriate diameter and length of the tube is determined 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 9 fenestrated inner cannula

3 standard 15 mm connector 9a non-fenestrated inner cannula
4 locking ring 10 occlusion cap

5 neck flange 11 adaptors

6 obturator 12 neck strap

(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: The tube is cuffed

REF 312: The tube is cuffed and fenestrated

REF 313: The tube is non-fenestrated

REF 314: The tube is fenestrated

REF 316: The tube is cuffed with subglottic suction channel

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

e o o o 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).
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« 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) Obturator:

* The perforated obturator (6) 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.

(7-7b) Subglottic Suction Channel:

« Tracoe Twist Plus extract tracheostomy tubes (REF 316, REF 888-316) 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.

« 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.

(9-9a) Inner Cannulas:

¢ Tracoe Twist Plus tracheostomy tubes are supplied with 2 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 indi-
cates a fenestrated inner cannula (9), and the white ring indicates a non-fenestrated inner cannula
(9a).

* REF 311, REF 313 and REF 316 contain 2 non-fenestrated inner cannulas.

« REF 312, REF 314 and REF 888-316 contain 1 fenestrated and 1 non-fenestrated inner cannula.
¢ 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.

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 313 and REF 314

The Tracoe Twist Plus tracheostomy tubes REF 313 and REF 314 are “MR Safe”.
REF 311, REF 312, REF 316 and REF 888-316

Nonclinical testing has demonstrated the Tracoe Twist Plus tracheostomy tubes REF 311, REF 312,
REF 316 and REF 888-316 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).

e 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.

In non-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 sys-
tem, 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:

¢ 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 uncuffed models (REF 313, REF 314) should not be used in patients with high risk of
massive aspiration.

e 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 capabilities.
« 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.
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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,
that there is an absence of kinks, tears or cuts, and that there is a stable connection between the tube
and the neck flange. 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 com-
pletely 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.

* 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
aerosols or any ointments, i.e. dexpanthenol.

* Long-term and excessive cuff pressure above 30 cm H,O (=22 mm Hg) poses a risk of permanent
damage to the trachea.

e Only fill the cuff with air. Do not fill the cuff with liquids as this would lead to cuff pressure
peaks above 30 cm HyO.

 Insufficient filling (below 20 cm H,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 inser-
tion 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.
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* 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.

¢ 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 Com-
plaints”.

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

2. Open the package and visually inspect the device for damages prior to use.

3. Verify that 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
cm HpO (= 36.78 mm Hg). Watch the filled cuff for 1 minute to detect leakage by pressure decrease
/ cuff deflation. If the cuff is leak tight, remove the air with a syringe. Do not pull any further, e.g.
into a vacuum.

5. Verify that the pre-mounted inner cannula can be removed and re-inserted into the outer cannula
without resistance. To remove the inner cannula from the outer cannula, remove the pre-mounted
obturator and turn the locking ring counterclockwise. To lock the inner cannula in place, turn the
locking ring clockwise.

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 and 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

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

1. Prepare tube and 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-
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ular intervals. Typically, the pressure should be between 20 cm H,0 (= 15 mm Hg) and 30 cm H,O
(=22 mm Hg).

Option 2: Use a Tracoe Smart Cuff Manager to maintain the cuff pressure within the range of 20
to 30 cm H,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 Man-
ager 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:

< If the suction channel is obstructed, it can be cleared by inflation of air/ oxygen (recommended
3-6 I/min; max. 12 1/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.

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 prevent laryngeal
mucosa from drying out, flow rates must not exceed 12 I/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 the 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 (see Image 3) 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 (see Image 3).
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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”, “Fol-
lowing 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 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.

« 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 encrustation 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, Tracoe cleaning products (see “Supplementary Products™) can be used in accord-
ance 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.

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 inflation 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 clean-

ing.

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.

Tracoe Medical GmbH
info-tracoe@atosmedical.com

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

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.

LT - LIETUVIY K.

Naudojimo instrukcija
Tracheostomijos vamzdeliai ,Tracoe Twist Plus”

~Above Cuff Vocalization” (ACV) naudojimas patvirtintas tik CE.

Pastaba. AtidZiai perskaitW Wykite naudojimo instrukcija. Ji yra apraSomo gaminio dalis ir turi bati
visada sudaryta galimybé ja pasinaudoti. D¢l pacienty ir savo paciy saugos paisykite toliau pateikiamos
saugos informacijos.

Tekste nurodomos iliustracijos pateikiamos iliustruotuose puslapiuose §ios instrukcijos pradzioje.
Skaic¢iai nurodo gaminio komponentus ir nukreipia j atitinkamas gaminio iliustracijas. Naudojami
simboliai ir piktogramos paaiskinti skyriuose ,,Bendrasis aprasymas* ir ,,Veikimo apraSymas®.

1. Numatytas naudojimas ir naudojimo indikacijos
Tracheostomijos vamzdeliai ,,Tracoe Twist Plus* skirti prieigai prie traché¢jos sudaryti, kad buty
galima atlikti kvépavimo taky priezitiros procediiras. Jas galima naudoti ne ilgiau kaip 29 dienas.

Klinikiné nauda. Naudojant tracheostomijos vamzdelius ,,Tracoe Twist Plus“ per trach¢ja
sudaroma prieiga prie apatiniy kvépavimo taky. Kai naudojami modeliai su manZete, ja pripttus
galima uzsandarinti kvépavimo takus (pavyzdziui, prireikus atlikti mechaning ventiliacija).
Vamzdeliai ,,Tracoe Twist Plus* turi du spindzius. Nejudinant iSorinés kaniulés galima iSimti arba
pakeisti viding kaniulg, pavyzdziui, prireikus i$valyti isskyras arba pasalinti klittis. Siuo bidu,
pakeitus viding kaniulg galima atkurti kvépavimo taky pralaiduma.

Naudojant vamzdelius su subglotinio siurbimo kanalu galima Salinti vir§ pripiistos manzetes
likusias i$skyras.

Naudojant perforuotus modelius galima dalj oro srauto nukreipti j virSutinius kvépavimo takus. Jeigu dél
taikomo gydymo bido (pavyzdziui, mechaninés ventiliacijos) nereikia arba negalima naudoti perforuoto
tracheostomijos vamzdelio, perforacija galima uzdengti jdedant neperforuota viding kaniule.

15 mm jungtis yra standartizuotas komponentas, prie kurio galima jungti kitas kvépavimo taky
priezitiros priemones (pavyzdziui, mechaninj ventiliatoriy, kos¢jima palengvinancig priemong,
nebulizatoriy ir kt.).

Palyginti su endotrach¢jiniu vamzdeliu, naudojant tracheostomijos vamzdelj sumazeja anatominis
neveikos tiiris ir poreikis duoti raminamuyjy vaisty. Naudojant tracheostomijos vamzdelj galima
apsisaugoti nuo ilgalaikés endotrachéjinés intubacijos ilgalaikiy komplikacijy (pavyzdziui, balso stygy
pazeidimy, granuliacinio audinio susidarymo gerkly srityje ir kt.) pavojaus.

Pacienty populiacija. Gaminys skirtas suaugusiesiems ir paaugliams (nuo > 12 iki 21 m.).

Klinikinis naudojimas. Gaminys skirtas mechaniskai ventiliuojamiems ir patiems kvépuojantiems
pacientams ir gali biiti naudojamas ligoninése, prie§ pacientui patenkant j ligoning (teikiant
skubiaja pagalba), ilgalaikés priezitiros jstaigose, ambulatorinése klinikose arba namie.

Numatytas naudotojas. Gaminj gali naudoti medicinos darbuotojai, iSmokyti prizitréti
tracheostomas, arba specialisty iSmokyti asmenys.

Naudojimo indikacijos. Tracheostomijos vamzdelis skirtas naudoti tada, kai siekiant islaikyti
kvépavimo taky pralaiduma reikia sudaryti prieiga prie apatiniy kvépavimo takuy, atliekant tracheostomija.
Tracheostomijos vamzdeliai ,,Tracoe Twist Plus* turi du spindZius. Jeigu vidingje kaniuléje susikaupty
kietyjy apnasy arba ja uzkimsty klampios i8skyros, ja galima iSimti ir pakeisti.

Tracheostomijos vamzdelis su didelio tiirio ir mazo slégio (DTMS) manZete uzsandarina trachéja
ir atskiria virSutinius kvépavimo takus nuo apatiniy. Siuo bidu galima veiksmingai ventiliuoti ir
sumazinti j plaucius patenkanciy subglotiniy i$skyry kiekj.

Tracheostomijos vamzdeliai ,, Tracoe Twist Plus Extract™ su subglotinio siurbimo kanalu ir manzete
(REF 316 ir REF 888-316) daugiausia naudojami esant dideliam i§skyry kiekiui, kai reikia siurbti
subgloting erdve.

Tracheostomijos vamzdeliai ,, Tracoe Twist Plus Extract* gali buiti naudojami atliekant ,,Above Cuff
Vocalization* (ACV).

Atos
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Naudojant ,,Tracoe Twist Plus* modelius su dviguba perforacija (REF 312, REF 314, REF 888-316)
galima dalj oro srauto nukreipti j virSutinius kvépavimo takus.

Naudojimas vienam pacientui ir tinkamumo naudoti laikotarpis. Tracheostomijos vamzdelis
 Tracoe Twist Plus* skirtas naudoti vienam pacientui, jo tinkamumo naudoti laikotarpis 29 dienos.
Siuo laikotarpiu priemong galima iSvalyti ir vél jdéti tam paciam pacientui.

Priemon¢ neturi biti naudojama ilgiau kaip 29 dienas nuo pirmojo sterilaus barjero atidarymo. | §j
ilgiausig naudojimo laikotarpj jskai¢iuojamas ir priemonés naudojimas paciento, ir ne paciento
reikmeéms (pavyzdziui, valant).

Démesio.
Jeigu tracheostomijos vamzdelis naudojamas ilgiau kaip 29 dienas, gali kilti problemy dél
medziagy saugos ir biologinio suderinamumo.

2. Bendrasis aprasymas
Tracheostomijos vamzdelis ,,Tracoe Twist Plus“ pagamintas i§ PU ir sudaro dirbtinj oro kanalg
i apatinius kvépavimo takus.

Gaminys sudarytas i$ tracheostomijos vamzdelio su manzete ar be jos, 2 vidiniy kaniuliy su 15 mm jungtimi,
perforuoto obturatoriaus ir austinés kaklo juostelés. Visi Sie komponentai tiekiami kartu, sudéti j sterily
maiselj. Su iSorinémis siurbimo priemonémis naudojami adapteriai tiekiami tik su subglotinio siurbimo
modeliais (REF 316, REF 888-316). Su perforuotais modeliais (REF 312, REF 314, REF 888-316) taip pat
pateikiamas uzkimsimo dangtelis.

Tiekiami jvairiy skersmeny ir ilgiy tracheostomijos vamzdeliai ,,Tracoe Twist Plus“. Modeliai su
manzetémis (REF 311, REF 312, REF 316, REF 888-316) pristatomi su subliuskinta manzete.
Tinkamg vamzdelio skersmenj ir ilgj nustato gydytojas.

Tracheostomijos vamzdelio medziagos nelaidzios rentgeno spinduliuotei.

Priemonés tinkamumas kliniskai naudoti MRT aplinkoje priklauso nuo gaminio specifikacijy ir
aprasytas skyriuje ,,Informacija apie MRT saugg“.

Tracheostomijos vamzdelis gali buti naudojamas kartu su medicinos priemonémis, patvirtintomis
invazinei ventiliacijai per tracheostoma ir jungiamomis per standarting 15 mm jungtj. Tracheostomijos
vamzdelius su subglotinio siurbimo kanalu galima naudoti su medicinos priemonémis, patvirtintomis
subglotiniam siurbimui.

Su $iuo gaminiu pateikiama informacijos kortelé su dviem atskiriamosiomis etiketémis, kuriose
pateikiama informacija apie konkrety gaminj. Naudojant Sias etiketes galima lengviau teikti
priemonés pakartotinius uzsakymus, jos yra saugios naudoti MRT aplinkoje. Etiketes galima jsegti
i paciento sveikatos byla.

1 iliustracijoje parodytas sudétingiausio modelio tracheostomijos vamzdelis.

1 Vamzdelis 7 Siurbimo kanalas

2 DTMS manzeté Ta Lizdin¢ Luerio jungtis

2a Priptitimo Zarnelé 7b Siurbimo Zarnelé

2b Kc{ntrolinis balionélis su atbuliniu 9 Perforuota vidiné kaniulé
vozZtuvu

3 Standartiné 15 mm jungtis 9a Neperforuota vidiné kaniulé

4 Fiksavimo ziedas 10 Uzkimsimo dangtelis

5 Kaklo junge 11 Adapteriai

6 Obturatorius 12 Kaklo juostelé

(1) Tracheostomijos vamzdelis
 Visi vamzdeliai yra lenkti ir siauréja link distalinio galo, kuriame yra apvali vir§iin¢ (paciento kiine).
« Visi vamzdeliai pagaminti i$ rentgeno spinduliuotei nelaidzios medziagos.

* REF 311: Vamzdelis su manzete.

* REF 312: Perforuotas vamzdelis su manzete.

* REF 313: Neperforuotas vamzdelis.

* REF 314: Perforuotas vamzdelis.

* REF 316: Vamzdelis su manzete ir subglotinio siurbimo kanalu.

* REF 888-316: Perforuotas vamzdelis su manzete ir subglotinio siurbimo kanalu.

(2) Didelio tuirio ir maZo slégio (DTMS) manZeté

* DTMS manzete (2) yra tracheostomijos vamzdelio distaliniame gale ir tiesiogiai prijungta prie
priplitimo zarnelés (2a).

Pripttimo Zarnelés proksimaliniame gale yra kontrolinis balionélis (2b) su jtaisytu uzsisandarinan¢iu
atbuliniu voZtuvu ir lizdine Luerio jungtimi.

* DTMS manzeté puciama tik oro.

» Kai taikoma, ant kontrolinio balionélio (2b) nurodytas manzetés skersmuo (CD) ir dydis.

(5) Kaklo junge

« Kaklo junge (5) yra lenktos formos.

» Del dvigubo lanksto jungg galima judinti horizontaliai ir vertikaliai.

* Antkaklo jungés nurodytas gaminio kodas (REF), klinikinis dydis (,,size"), vidinis skersmuo (ID),
iSorinis skersmuo (OD), ilgis (TL) ir MRT saugos simbolis.

(6) Obturatorius

* Perforuoto obturatoriaus (6) distaliniame gale yra apvali, kiiginé vir§iné. Obturatorius
naudojamas tracheostomijos vamzdeliui pakartotinai jvesti j tracheostoma.

« Kadangi obturatorius perforuotas, ji galima naudoti taikant ,,Seldinger” metoda.

(7-7b) Subglotinio siurbimo kanalas

* Tracheostomijos vamzdeliy ,,Tracoe Twist Plus Extract” (REF 316, REF 888-316) iSor¢je yra
subglotinio siurbimo kanalas (7). Siurbimo anga nustatoma zemiausioje vietoje vir§ manzetes.

¢ Siurbimo kanalo proksimaliniame gale yra standartiné lizdiné Luerio jungtis (7a), prie kurios
jungiama papildoma iSoriné priemong¢, naudojama atliekant subglotinj siurbima ir tickiant org arba
deguonj, kai atlickamas ACV. Atliekant subglotinj siurbima galima naudoti papildomus
jungiamuosius adapterius (11).

* Subglotinio siurbimo anga (7a) galima uzdaryti pridétu dangteliu.

(9-9a) Vidinés kaniulés

» Tracheostomijos vamzdeliai ,, Tracoe Twist Plus* tickiami su 2 vidinémis kaniulémis, kuriy viena jau
ideta j iSoring kaniulg.

* Kiekviena vidiné kaniulé turi 15 mm jungtj su fiksavimo ziedu (4). Mélynas fiksavimo Ziedas
zymi perforuota viding kaniulg (9), o baltas — neperforuota viding kaniulg (9a).

* Priemonés REF 311, REF 313 ir REF 316 turi 2 neperforuotas vidines kaniules.

Tracoe Medical GmbH
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* Priemonés REF 312, REF 314 ir REF 888-316 turi po 1 perforuota ir 1 neperforuota viding kaniulg.
« Prie vidinés kaniulés nuolatiniu bidu pritvirtinta standartizuota 15 mm jungtis (3), skirta
tracheostomijos vamzdeliui jungti prie iSoriniy priemoniy su standartizuota lizdine 15 mm
jungtimi, pavyzdziui, mechaninés ventiliacijos aparato, $ilumos ir drégmeés apykaitos filtro (HME)
arba kalbéjimo voztuvo.

(12) Kaklo juostelé

« Kaklo juostel¢ (12) yra i§ paminkstinto audinio pagaminta minksta juostel¢, apvyniojama aplink
paciento kakla.

< Juostelés galuose yra tvirtikliai su kabliuku ir kilpele, kurie perveriami per kaklo junges aseles,
kad tracheostomijos vamzdelis biity nejudamai jtvirtintas.

« Keitimo daznj nustato gydytojas arba sveikatos prieziliros specialistas.

Papildomi gaminiai
« Gaminiai, kuriuos galima naudoti kartu su tracheostomijos vamzdeliais ,,Tracoe Twist Plus®,
iSvardyti skyriuje ,,Papildomi gaminiai®.

3. Informacija apie MRT sauga

REF 313 ir REF 314

Tracheostomijos vamzdeliai ,,Tracoe Twist Plus* REF 313 ir REF 314 yra ,,saugtis MRT aplinkoje*.
REF 311, REF 312, REF 316 ir REF 888-316

Atlikus neklinikinius bandymus nustatyta, kad tracheostomijos vamzdeliai ,,Tracoe Twist Plus*
REF 311, REF 312, REF 316 ir REF 888-316 yra ,,salyginai sauglis MRT aplinkoje“. Pacienta,
kuriam jdéta $i priemoné, galima saugiai skenuoti MR sistemoje, atitinkancioje Sias salygas:

* 1,5 teslos (T) arba 3,0 T statinis magnetinis laukas;

« didziausias magnetinio lauko erdvinis gradientas — 1900 gausy/cm (19 T/m);

« didziausia MR sistemos nurodoma vidutiné visam ktinui tenkanti savitosios energijos sugerties sparta
(SAR) —2 W/kg (jprastinis veikimo rezimas), o didziausia visai galvai tenkanti SAR — 3,2 W/kg;

« tik kvadratiiriné perduodancioji kiino rité;

 kaklo junge (5) turi biti jtvirtinta naudojant kaklo juostelg (12);

« tracheostomijos vamzdelio manzetés atbulinis voztuvas (2b) turi buti medicinine juostele
pritvirtintas prie odos atokiau nuo MRT budu tiriamos srities.

Atliekant neklinikinius bandymus, atbulinio voZtuvo vaizdo artefaktas tgsiasi (spinduline kryptimi)
daugiausia 107 mm nuo atbulinio voztuvo, kai vaizdui gauti taikoma gradiento aido impulsy seka
ir naudojama 1,5 T MRT sistema, ir daugiausia 113 mm, kai vaizdui gauti taikoma sukinio aido
impulsy seka ir naudojama 3,0 T MRT sistema. D¢l $ios priezasties rekomenduojama atbulinj
voztuva juostele pritvirtinti prie paciento odos atokiau nuo tiriamos srities.

Ispéjimas.

Kai gaunami MRT vaizdai, jvykdykite toliau pateikiamus nurodymus.

» Kad bidamas MRT aplinkoje vamzdelis nepajudéty, jj patikimai jtvirtinkite kaklo juostele be
metaliniy daliy.

« Kad budamas MRT aplinkoje atbulinis voztuvas nepajudéty, jj standartine medicinine juostele
patikimai pritvirtinkite atokiau nuo tiriamos srities.

 Jeigu tiriama sritis yra arti pripitimo voztuvo, gali pablogéti MRT vaizdy kokybeé.

4. Kontraindikacijos

Tracheostomijos vamzdeliai

 Tracheostomijos vamzdelio negalima naudoti kartu su Silumg skleidzian¢iomis priemonémis,
pavyzdziui, lazeriu. Nepaisant $io nurodymo kyla gaisro pavojus, be to, gali isiskirti toksisky dujy
ir biiti sugadintas vamzdelis.

* Modeliai be manzetés (REF 313, REF 314) neturi buti naudojami pacientams, kuriems yra
didelis masyvios aspiracijos pavojus.

« Kai naudojamas kalb¢jimo voztuvas arba uzkimsimo dangtelis, DTMS manzeté neturi buti priptsta,
ir atvirk§¢iai. Naujagimiai, kudikiai ir vaikai (< 12 m.).

ACYV naudojimas

« Pacientai su nauja tracheostoma (maziau kaip 7-10 dieny po chirurginio pjavio).

« Kiliatys virSutiniuose kvépavimo takuose, silpninancios oro srauta, todél mazinancios geb¢jima
skleisti garsus.

« Del kliti¢iy trach¢joje gali padidéti slegis, todél gali kilti poodinés emfizemos pavojus.
 Pacientai su chirurgine emfizema arba trach¢jos audinio infekcija.

« Pacientai su vienpusiu arba abipusiu balso stygy paralyziumi medianos padétyje.

5. Bendrosios atsargumo priemonés

« Kai gaminys naudojamas kartu su kitomis medicinos priemonémis, laikykités jy naudojimo
instrukcijose pateikiamy nurodymy. Turédami klausimy arba prireikus pagalbos kreipkités j gamintoja.
« Jeigu atliekant apraSytas procediiras kilty komplikacijy, reikia imtis saugos priemoniy, kad biity galima
tuojau pat ventiliacija kitu keliu (pavyzdziui, gerkly intubacijos biidu arba naudojant gerkly kaukg).
Rekomenduojama laikytis atitinkamy taikomy rekomendacijy ir standarty, sukurty darbui su problematiskus
kvépavimo takus turin¢iais pacientais, pavyzdziui, ,,Practice Guidelines for Management of the Difficult
Airway" (Amerikos anesteziology draugija, angl. ,,American Society of Anesthesiologists“, 2013 m.).

« Pries atliekant kaniuliacijos arba pakartotinés kaniuliacijos procediirg turi buti uztikrintas
optimalus paciento kraujo jsotinimas deguonimi.

« Primygtinai rekomenduojama prie paciento lovos laikyti paruo$ta naudoti atsarginj vamzdelj ir
keleta atsarginiy vidiniy kaniuliy. Atsargines priemones laikykite Svarias ir sausas.

» Taip pat rekomenduojama prie paciento lovos laikyti avaring atsarging priemong, jeigu
tracheostomijos vamzdelj tekty neplanuotai pakeisti, pavyzdziui, dél komplikacijy, susispaudus
tracheostomai ar dél panasiy priezas¢iy. Avariné atsarginé priemoné turéty biti vienu ar dviem
dydziais mazesné uz naudojama priemong.

 Prie§ naudojant / jvedant reikia patikrinti gaminio vientisumg ir veikimg. Patikrinkite, ar
vamzdelyje néra kliti¢iy, ar manZetés medziaga néra trapi ar jplésta ir gali bati pripsta / subliuskinta,
ar priemong¢ neuzspausta, nejplésta ir nejpjauta, ar stabilus sujungimas tarp vamzdelio ir kaklo jungés.
Jei gaminys sugadintas, jj pakeiskite nauju.

 Pries atidarant reikia apzitiréti, ar nepazeista sterili pakuoté ir iSoriné pakuoté. Jeigu pakuoté
pazeista arba netycCia atidaryta, priemonés nenaudokite.

+ Jdédami, naudodami arba i§imdami tracheostomijos vamzdelj nenaudokite pernelyg didelés jégos.
¢ Prie iSoriniy priemoniy jungiamo arba atjungiamo tracheostomijos vamzdelio neveikite
pernelyg didele jéga. Nepaisant §io nurodymo tracheostomijos vamzdelis gali biiti sugadintas ir
(arba) pasislinkti / i8kristi kaniulé.

« Jungdami prie iSoriniy priemoniy ir nuo jy atjungdami tracheostomijos vamzdelj laikykite tik uz
15 mm jungties pagrindo.

 Perforacijy padetis turi buti tikrinama endoskopijos metodu.

« Jeigu kaip anestezijos priemoné naudojamas azoto suboksidas (linksminanciosios dujos), gali pasikeisti
manzetes slégis.

Atos
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* Matuojant manzetés slégj visos manzetés priplitimo sistemos dalys turi biiti nejtemptos ir
neuzspaustos, nes antraip manometro slégio rodmenys gali buti neteisingi.

< Pasirtpinkite, kad visi manZetei priptsti naudojami leidziami objektai (pavyzdziui, rankinis
manometras) biity $varis (nebiity dulkiy, matomy kietyjy daleliy ir terSaly). Dél bet kokiy manzetés
pripttimo sistemoje esan¢iy kliti¢iy manzetés gali subliuksti, todél sumazety ventiliacijos arba
apsaugos nuo aspiracijos veiksmingumas.

« Kad nebuty pazeista manzete ir bty lengviau jvesti, prie§ jvesdami butinai pasiraipinkite,
kad manzetéje visiSkai nebiity oro; jvedant subliuskinta manzeté turi bati nukreipta link kaklo jungés.

< Kai prie pripiistos manzetés pripiitimo zarnelés prijungiamas manometras ir (arba) jungiamasis
vamzdelis, visada iSsilygina manZetés ir prijungtos priemongs slégiai. D¢l Sios prieZasties manZzetés
slegis Siek tiek sumazés. Prireikus i naujo sureguliuokite slégj, kad jis buty optimaliame intervale.
* Vanduo manzetéje: visos DTMS manzetés Siek tiek laidzios vandens garams. D¢l §ios priezasties
manzeteje gali kauptis vandens gary kondensato. Vis délto jeigu i pripiitimo zarnelg nety¢ia patekty
didesnis vandens kiekis, gali buiti netinkamai matuojamas bei reguliuojamas manzetés slégis ir i§
manzetés netinamai i§leidziamas oras. Tokiu atveju tracheostomijos vamzdelj reikia keisti.

* Keisdami viding kaniule butinai pasirtpinkite, kad manzetés pripiitimo Zarnelé nebuty tarp
vidinés ir iSorinés kaniuliy, nes antraip ji gali jstrigti ir biti sugadinta.

« Atliekant mechaning ventiliacija, daznai keiciantis paciento kiino padéciai arba manipuliuojant
vamzdeliu vidiné kaniulé gali atsiskirti nuo iSorinés kaniulés. D¢l Sios priezasties reguliariai
tikrinkite, kaip prijungta vidiné kaniulé.

» Kad neissauséty subglotiné sritis, atlikdami subglotinj siurbima pasirtipinkite, kad neigiamasis slégis
nebity per didelis ir nebiity taikomas ilgesnj laika. Rekomenduojamas pertriikinis siurbimas. Jeigu baigus
siurbti siurbimo Zarnelé uzdengiama dangteliu, saus¢jimo reiskinys gali buti silpnesnis. Siurbimo Zarnelé
gali uzsikimsti, jeigu joje susikaupia ir (arba) uzdzitva iSskyry arba siurbiama daug skyscio.
Jeigu siurbimo zarnelé uzsikimsty, vykdykite skyriuje ,,Subglotinis siurbimas* pateikiamus nurodymus.
* Laikant netinkamomis saglygomis gali biti paZeistas gaminys arba sterilus barjeras.

« Specialistai turi reguliariai stebéti gyvybinius rodiklius.

6. |spéjimai

« Jeigu sterili arba iSoriné pakuoté pazeista arba sugadinta, pavyzdziui, atplésti krastai, pakuotéje
yra skyliy ir kt., gaminio nenaudokite.

« Pakartotinai apdoroti (taip pat ir pakartotinai sterilizuoti) negalima, nes antraip bus neigiamai
paveiktos gaminio medziagos ir veikimas. Gaminiai skirti naudoti tik vieng karta.

¢, Tracoe“ gaminiy modifikuoti neleidziama ,,Tracoe* neatsako uz modifikuotus gaminius.

« Kai pirma karta jvedamas tracheostomijos vamzdelis, pripiitg jvesto tracheostomijos vamzdelio manZete
tuojau pat nustokite ventiliuoti per virSutinius kvépavimo takus. Taip sumazinamas barotraumos pavojus.

« Isitikinkite, kad manzetés nepradiiré instrumentai arba astrios trachéjos kremzlés briaunos.

¢ Tracheostomoje naudokite tik vandenyje tirpy gelinj lubrikanta, nes alyvos pagrindo gelis gali
pazeisti vamzdelj.

« Obturatoriaus vir§iing tepdami geliniu lubrikantu pasirtipinkite, kad nebiity uzkimstas vamzdelis.
« Ivede patikrinkite vamzdelio padeétj ir veikimg. Netinkamai nustacius padétj gali, pavyzdziui,
buti negriztamai pazeista trachéjos gleiviné arba prasidéti nestiprus kraujavimas.

« I reikiama vieta nustatyto vamzdelio nejudinkite ir nestumdykite, nes antraip gali buti paZeista
stoma ir (arba) trachéja ir bati nepakankamai ventiliuojama.

* Nesukite 15 mm jungties, nes antraip vidiné kaniulé gali pasisukti iSoringje kaniuléje. D¢l Sios
priezasties gali nutriikti oro tiekimas arba pasislinkti tracheostomijos vamzdelis. Vidinei kaniulei
atleisti ir vél uzfiksuoti naudokite fiksavimo Zieda.

« Perforuoty vidiniy kaniuliy jokiu bidu nenaudokite ventiliacijai atlikti.

« Kad nebuty pazeista manzetés medziaga, ant jos neturi patekti aerozoliniy vietinés anestezijos
priemoniy arba bet kokiy tepaly, pavyzdziui, dekspantenolio.

< Deél ilgalaikio ir per didelio manzetés slégio, virSijan¢io 30 cm H20 (= 22 mm Hg), gali bati
negriZtamai paZeista trachéja.

* Manzetg puskite tik oro. Manzetés nepildykite skysc¢iy, nes antraip didziausias manzetés slégis
vir§ys 30 cm H20.

¢ Nepakankamai pripttus (mazesniu kaip 20 cm H2O slégiu) gali buti nepakankamai
ventiliuojama ir (arba) padidéti aspiracijos pavojus, kurio padarinys blogiausiu atveju gali bati
ventiliacijos sukelta pneumonija arba aspiraciné pneumonija.

« Keisdami lovoje gulinCio paciento padétj pasirtipinkite, kad pacientas neguléty ant kontrolinio
balionélio, nes antraip gali padidéti manZetés slégis ir biiti pazeista trachéja.

« Kad nebity pazeista stoma arba trachéja, pasirtipinkite, kad prie§ jvedant arba iStraukiant vamzdelj
manzete bity subliuskinta (tus¢ia). Jeigu néra galimybés subliuskinti manzetés, zirklémis perkirpkite
pripiitimo Zarnele ir isleiskite ora. Siuo atveju gaminys tampa defektyvus ir turi biti pakeistas.

« Skrendant gali pakisti manzetés slégis, todél jis turi buti nuolat kontroliuojamas.

¢ Pries i§ manzetés ileisdami org pasirfipinkite, kad paciento vir§utiniuose kvépavimo takuose
nebity klitc¢iy. Kai taikoma, i§ virSutiniy kvépavimo taky pasalinkite visas i§skyras (siurbdami
arba paprase paciento jas iSkoséti).

« Pasirtipinkite, kad bty naudojamos tinkamos Luerio jungtys: skaidri — manzetei pripildyti, balta — siurbti.
« Pasiripinkite, kad atliekant ACV biity naudojama tinkama Luerio jungtis (balta).

« Pasiripinkite, kad tracheostomijos vamzdelyje nebiuity kliti¢iy, galin¢iy sumazinti tickiama oro
srautg. Dél Sios priezasties rekomenduojama i§ vamzdelio reguliariai i§siurbti i§skyras, atsizvelgiant
i asmeninius paciento poreikius (pavyzdziui, i§skyry kiekj).

« De¢l didelio klampiy i§skyry kiekiy tracheostomijos vamzdelis gali pasislinkti. Reguliariai
tikrindami vamzdelio padétj uztikrinkite, kad jis buity tinkamai jdétas, ir i§ subglotinés srities
siurbdami i§skyras sumazinkite pasislinkimo pavojy.

« I8skyras i§ paciento kvépavimo taky ir tracheostomijos vamzdelio $alinkite tik siurbimo
kateteriais. Instrumentai gali jstrigti vamzdelyje ir apriboti ventiliacija.

« Kad vamzdelis nety¢ia neatsijungty nuo iSorinés jrangos ir biity uztikrinamas veiksmingas
ventiliavimas, reguliariai tikrinkite, ar gerai sujungtos visos jungtys.

 Pasiraipinkite, kad 15 mm jungtis baty $vari ir sausa.

¢ Atjungdami iSoring jranga nuo 15 mm jungties nenaudokite nepatvirtinty jrankiy, nes antraip
15 mm jungtis gali biiti deformuota.

« Kad nekilty pavojaus uzdusti, uzkimsimo dangteliai / kalbéjimo voztuvai turi buti naudojami tik
i§ manzetés iSleidus ora.

¢ Jvedant ir i$traukiant vamzdelj gali kilti poreikis nusikoseti arba prasidéti kraujavimas.

7. Salutinis poveikis

Budingas tracheostomijos vamzdeliy naudojimo Salutinis poveikis yra kraujavimas, spaudimo
taskai, skausmas, stenozé ir odos sudirginimas (pavyzdziui, dél drégmés), granuliacinio audinio
susidarymas, tracheomalacija, tracheoezofaginé fistulé, pagauséjusios iSskyros ir rijimo sunkumai.
Pasireiskus bet kokiam $alutiniam poveikiui nedelsdami kreipkités j medicinos specialista.
Budingas ACV Salutinis poveikis yra pagauséjusios i$skyros, diskomfortas, uzkimimas, kosulys, $leikstulys
arba gerkly i$sauséjimas dél atkuriamy virSutiniy kvépavimo taky funkcijy (valymo / skonio pojtcio /
kalbgjimo).

Atliekant oro i§leidimo i§ manzetés bandymus gali pagauséti iSskyry, pasireiksti diskomfortas,
uzkimimas, kosulys arba §leikstulys.

8. Veikimo aprasymas

Démesio.

« Primygtinai rekomenduojama prie paciento lovos laikyti paruosta naudoti atsarginj vamzdelj ir
keletg atsarginiy vidiniy kaniuliy. Atsargines priemones laikykite $varias ir sausas.

Tracoe Medical GmbH
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» Taip pat rekomenduojama prie paciento lovos laikyti avaring atsarging priemong, jeigu
tracheostomijos vamzdelj tekty neplanuotai pakeisti, pavyzdziui, dél komplikacijy, susispaudus
tracheostomai ar deél panasiy priezas¢iy. Avariné atsarginé priemoné turéty buti vienu ar dviem
dydziais mazesné uz naudojama priemong.

 Jeigu atliekant aprasytas procediras kilty komplikacijy, reikia imtis saugos priemoniy, kad biity
galima tuojau pat ventiliacija kitu keliu (pavyzdziui, gerkly intubacijos buidu arba naudojant gerkly
kauke). Rekomenduojama laikytis atitinkamy taikomy rekomendacijy ir standarty, sukurty darbui
su problematiskus kvépavimo takus turin¢iais pacientais, pavyzdziui, ,,Practice Guidelines for
Management of the Difficult Airway“ (Amerikos anesteziology draugija, angl. ,,American Society
of Anesthesiologists“, 2013 m.).

8.1 Vamzdelio paruosimas

Si priemoné sterili, todél ja galima naudoti sterilioje aplinkoje.

Vamzdelio dydj ir tinkama ilgj nustato gydytojas.

Pries pat naudojant reikia patikrinti, ar manzeté tinkamai veikia ir ar netriksta priemonés daliy.
Jeigu priemoné nepraeina pradinés apzitiros, procediira pakartokite su nauja priemone. Priemonés
neiSmeskite, vykdykite skyriuje ,,Grazinimas ir skundai pateikiamus nurodymus.

1. Apziurékite steriliag pakuote ir jsitikinkite, kad ji nepazeista ir yra visi komponentai.

2. Prie§ naudodami atpléskite pakuote ir apzitrékite priemong, ar nesugadinta.

3. Patikrinkite, ar vamzdelyje néra kliti¢iy, manzetés medziaga néra trapi ar jplésta, ar manzeté
nepazeista, ar neuzspaustos priptitimo arba siurbimo Zarnelés, ar néra jplySimy ir jpjovy, ar stabilus
sujungimas tarp vamzdelio ir kaklo jungeés.

4. Patikrinkite DTMS manzetg, ar néra nuotékio: manzet¢ rankiniu manometru pripiskite
50 cm H20 (= 36,78 mm Hg) slégiu. 1 minute stebékite priplista manzetg, ar néra nuotékio, kurio
pozymis yra mazéjantis slégis / blitikStanti manzeté. Jeigu manzeté sandari, Svirkstu istraukite org.
Netraukite per daug, t. y. nesudarykite vakuumo.

5. Patikrinkite, ar i§ anksto jdéta viding kaniule galima nejauciant pasiprie$inimo i§imti i§ i$orinés
kaniulés ir vél i ja jdeéti. Kad iSimtuméte viding kaniulg i§ iSorinés kaniulés, iSimkite i§ anksto jdéta
obturatoriy ir prie§ laikrodzio rodyklg pasukite fiksavimo zieda. Kad uzfiksuotuméte viding
kaniulg, pagal laikrodzio rodyklg pasukite fiksavimo zieda.

6. Isitikinkite, kad obturatoriy galima lengvai stumti ir traukti tracheostomijos vamzdelyje.

7. Idékite obturatoriy | tracheostomijos vamzdel;j.

8. Issikisusig obturatoriaus dalj ir vamzdelio apating dalj, jskaitant manzetg, sutepkite plonu gelinio
lubrikanto sluoksneliu.

9. Jeigu reikia, jvedus vamzdelj prie kaklo jungés sparneliy galima prikabinti kaklo juostelg
priemonei jtvirtinti. Jeigu bus naudojama kaklo juostelé, ji turi biiti prie§ procediira uzdéta
zemiau paciento kaklo.

8.2 Paciento paruosimas

Pries jvesdami arba pakartotinai jvesdami priemong pasirtipinkite, kad paciento kraujas i§ anksto
bty optimaliai prisotintas deguonies.

Kad baty lengviau jvesti, pacientas turi guléti ant nugaros ant ploks¢io pavirsiaus, esant galimybei
iStemptu kaklu.

8.3 Vamzdelio jvedimas

Obturatorius yra perforuotas ir gali bati naudojamas kartu su ,,Seldinger* viela.

1. Kaip aprasyta skyriuose ,,Vamzdelio paruo$imas* ir ,,Paciento paruosimas* paruoskite vamzdelj
ir pacienta.

2. Jvesdami vamzdelj (su jame esanciu obturatoriumi) j tracheostomg laikykite vamzdelj uz kaklo
junggs ir tvirtai spauskite obturatoriy prie 15 mm jungties.

3. Atsargiai stumkite vamzdelj pirmyn, kol kaklo jungé palies odos pavirsiy.

4. Jvede viena ranka prilaikykite vamzdelj ir tuojau pat iStraukite obturatoriy.

8.4 Veiksmai, atliekami jvedus vamzdelj

1. Patikrinkite, ar per vamzdelj sudarytame oro take néra klit¢iy, prireikus pataisykite
tracheostomijos vamzdelio padétj (pavyzdziui, naudodami bronchoskopa).

2. Jeigu reikia ventiliuoti, vidinés kaniulés 15 mm jungtj prijunkite prie kvépavimo sistemos.

3. Jeigu reikia: tracheostomijos vamzdelio manzet¢ per Luerio jungtj, esancia prie kontrolinio
balionélio, pripuskite oro.

4. Kad vamzdelis nepajudéty i§ vietos, jj jtvirtinkite kaklo juostele.

5. Kad nebity dirginama oda po junge, rekomenduojama tarp tracheostomos ir kaklo jungés padéti tvars¢io.
6. Pakartotinai patikrinkite manzetés slégj, kad jsitikintuméte, jog jvedama manZzeté nebuvo pazeista.

8.5 Manzetés patimas

1 variantas. Vietoje standartinio $virksto rekomenduojama manzetg pusti rankiniu manometru.
Manzetes slegj sureguliuokite pagal individualia ventiliacijos terapija ir reguliariais laiko tarpais
tikrinkite. Paprastai slégis turéty bati 20-30 cm H20 (= 15-22 mm Hg).

2 variantas. Naudodami ,,Tracoe Smart Cuff Manager*, pasyviosios kontrolés buidu palaikykite
20-30 cm H20 manzetes slégj. Priemonés ,,Tracoe Smart Cuff Manager* kaisting Luerio jungtj
prijunkite prie tracheostomijos vamzdelio atbulinio voztuvo lizdinés Luerio jungties. Laikydamiesi
atitinkamoje NI pateikiamy nurodymuy, standartiniu §virkstu priptskite ,,Tracoe Smart Cuff Manager*.

Démesio.
« Keisdami lovoje gulin¢io paciento padétj pasirtipinkite, kad pacientas neguléty ant kontrolinio
balion¢lio, nes antraip gali padidéti manzetes slégis ir buiti pazeista trachéja.

8.6 ISorinés jrangos prijungimas ir atjungimas

Kad prijungtuméte iSoring jrangg arba priedus (pavyzdziui, ventiliatoriy), tvirtai laikykite 15 mm jungties
pagrindg ir atsargiai stumkite iSorinés priemonés jungties gala, kol ji bus patikimai prijungta prie
tracheostomijos vamzdelio. Jeigu dvejojate, kelis kartus uzsukite ir nusukite jungties gala, kad patikrintuméte,
kiek jegos reikia, kad patikimai prijungtuméte ir véliau galétuméte lengvai atjungti iSoring priemong.

Jeigu sunku atjungti, tracheostomijos vamzdelj nuo iSorinés jrangos arba priedy atskirkite
standartizuotu atjungimo pleistu (nepateikiamas): pleisto anga stumkite tarp 15 mm jungties ir
iSorinés priemonés, kol atskirsite abi priemones, zr. skyriy ,,Papildomi gaminiai®.

Démesio.

* Prie iSoriniy priemoniy jungiamo arba atjungiamo tracheostomijos vamzdelio neveikite pernelyg
didele jega. Nepaisant Sio nurodymo tracheostomijos vamzdelis gali buti sugadintas ir (arba)
pasislinkti / iskristi kaniulé.

8.7 Subglotinis siurbimas

1. Kad buty galima atlikti pertriikinj siurbima, nuimkite subglotinio siurbimo Zzarnelés Luerio
jungties dangtelj.

2a. Galima neautomatiskai siurbti Svirkstu.

2b. Galima per adapterj prijungti aktyvia siurbimo priemong (zr. 2 iliustracija).

3. Baigg subglotinio siurbimo procesa vel dangteliu sandariai uzdenkite siurbimo zarnelés Luerio jungtj.
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Démesio.

« Jeigu siurbimo kanale yra kliti¢iy, jj galima i§valyti puciant org arba deguonj (rekomenduojamas
srautas 3—6 1/min., didZziausias — 12 I/min.) arba iSskalauti fiziologinio tirpalo tirpalu
(rekomenduojamas kiekis 2-3 mm). Nevir§ykite rekomenduojamy riby ir atskirai atsizvelkite |
kiekvieno paciento toleruojamumg. Galimas toks Salutinis poveikis: galimai uztersty iSskyry
kaupimasis, diskomfortas, §leikstulys ir ziauk¢iojimas, gausios iSskyros.

 Pries plaudami siurbimo kanala pasirtipinkite, kad manzeté buity pakankamai pripista.

« I8plove siurbimo kanala tuojau pat pasalinkite naudota fiziologinj tirpala.

 Jeigu siurbimo kanalo i§valyti nepavyksta, reikia pakeisti vamzdelj.

8.8 ,Above Cuff Vocalisation”
Démesio.
e ACYV turi atlikti specialistai.

ACV naudojama siekiant suteikti pacientui galimybe skleisti garsus. D¢l Sios priezasties ji turi bati
asmeniskai pritaikyta pagal paciento poreikius ir geb&jimus. Siekiant uztikrinti bendradarbiavima ir
gerus naudojimo rezultatus, labai svarbu pacientui paaiskinti kiekviena ACV etapg ir uztikrinti paciento
dalyvavima.

Prie$ naudodami ACV jsitikinkite, kad pacientas neSioja tracheostomijos vamzdelj su visada
pripiista manzete ir netoleruoja manzetés subliuskinimo. Jeigu reikia, prie§ subglotinio siurbimo
zarnelg pu¢iamga org galima sudrekinti — tai gali apsaugoti nuo gerkly gleivinés i§sauséjimo.

1. Pacientui paaiskinkite planuojama procediira. Nurodykite galimas nepageidaujamas reakcijas ir
atsakykite j paciento klausimus.

2. Patikrinkite, ar virSutiniuose kvépavimo takuose néra kliti¢iy.

3. Atlikdami subglotinj siurbima i subglotinés erdvés pasalinkite i§skyras.

4. Patikrinkite, ar siurbimo kanale néra klitciy.

5. Prie subglotinio siurbimo Zzarnelés lizdinés Luerio jungties per pir§tu valdoma jungtj prijunkite
reguliuojama oro arba deguonies Saltinj. Galima naudoti ir kitus nuolatinio oro srauto pertraukimo
itaisus (pavyzdziui, Y formos trisake jungtj).

6. | paciento virSutinius kvépavimo takus létai puskite org, pradédami nuo 1 I/min. srauto ir jj i§ 1éto
didindami iki tipinio 3—6 1/min., atsizvelgdami j paciento poreikius. Kad nei$sauseéty gerkly
gleiving, srautas neturi virSyti 12 /min. Oro srauto trukmei riboti naudokite pirStu valdoma jungtj.
Sis laiko tarpas turéty bati pritaikomas pagal paciento iSkvepimo ritma. Paciento komfortiskumo
zonoje reguliuokite oro srautg ir laika.

7. Stebékite paciento reakceija ir prireikus koreguokite parametrus (oro sraut ir jo laika).

8. Baige seansg iSjunkite oro srauta, nuo subglotinio siurbimo zarnelés jungties atjunkite jrangg ir
uzdékite dangtelj.

Démesio.

< Per virSutinius kvépavimo takus tekantis oras gali dirginti pacienta, gali padidéti i§skyry kiekis,
prasidéti kosulys, Sleikstulys arba ziauk¢iojimas.

« Jeigu balsas atrodo gargzdus, pakartotinai atlikdami subglotinio siurbimo procedura isvalykite
kvépavimu takus.

* Vieno ACV seanso trukmg koreguokite atsizvelgdami j paciento gebéjimus ir (arba) istverme.
» Kad neiSsauséty gerkly gleivine, taikykite trumpus ACV seansus.

« Pacientus, kuriems atlikta tracheostomija, turi reguliariai stebéti iSmokyti medicinos darbuotojai.

8.9 Oro isleidimas i$ manzetés

Prie§ i§ manzetés i§leisdami org pasirtipinkite, kad j apatinius kvépavimo takus galéty patekti kuo maziau
i8skyry, pavyzdziui, atlikite subglotinio siurbimo procediirg ir (arba) iSsiurbkite per vamzdelj. Kad i§
manzetés pasalintumeéte ora, prie kontrolinio atbulinio voztuvo lizdinés Luerio jungties prijunkite $virksta
(su jstumtu stimokliu). Traukite stiimoklj, kol i§ manzetés pasalinsite org. Netraukite per daug, t. y.
nesudarykite vakuumo. Pries iSimant tracheostomijos vamzdelj manzeté turi biti tus¢ia (iSleistas visas oras).

Démesio.
1§ manZetés iSleisdami org stebékite pasalinto oro kiekj. Si verté yra sistemos vientisumo
atskaita, kai manzeté kita karta puciama.

8.10 Vidinés kaniulés keitimas
Jeigu vidingje kaniuléje kaupiasi klampiy i$skyry, kuriy nejmanoma issiurbti, todel apsunkinamas
oro srautas, viding kaniulg pakeiskite nauja arba i§valyta vidine kaniule.

1. Pries laikrodzio rodykle pasukdami fiksavimo zieda (zr. 3 iliustracija) atleiskite viding kaniulg.
2. Jeigu gaminys sugadintas, vidinés kaniulés nebenaudokite; jos neiSmeskite ir vykdykite skyriuje
,,Grazinimas ir skundai* pateikiamus nurodymus.

3. [ iSoring kaniul¢ jdéje nauja viding kaniulg, pagal laikrodzio rodykle sukite fiksavimo Zieda,
kol jis spragtelédamas uzsifiksuos (zr. 3 iliustracija).

Démesio. Dédami viding kaniule pasirtipinkite, kad manzetés priptitimo Zarnelé nebiity tarp vidinés
ir iSorinés kaniuliy, nes antraip ji gali jstrigti ir buiti sugadinta.

8.11 Vamazdelio iS$émimas

Jeigu vamzdelis kei¢iamas, pagal skyriuje ,,Vamzdelio paruo§imas® pateikiamus nurodymus
paruoskite pakaitinj vamzdelj.

Pries§ isimdami vamzdelj pagal skyriuje ,,Paciento paruo$imas® pateikiamus nurodymus paruoskite pacienta.
1. IS manzetés isleiskite org (zr. skyriy ,,Oro isleidimas i§ manzetes*).

2. Prilaikydami kaklo jungg atleiskite kaklo juostelg.

3. Tvirtai laikykite kaklo jungg ir atsargiai traukite tracheostomijos vamzdelj i§ stomos.

Jeigu reikia, gali bati pravartu per vamzdelj iSsiurbti iSskyras, kad jy nepatekty j apatinius
kvepavimo takus.

4. Isimtg vamzdelj reikia kuo grei¢iau iSvalyti, kad idzitvus skys¢iams nesusidaryty kietyjy apnasy.
5. Jeigu gaminys sugadintas, vamzdelio nebenaudokite; jo neismeskite ir vykdykite skyriuje
,-Grazinimas ir skundai® pateikiamus nurodymus.

Jeigu vamzdelis kei¢iamas, iSém¢ vamzdelj vykdykite skyriuose ,,Vamzdelio jvedimas®, ,,Veiksmai,
atlickami jvedus vamzdelj“, ,,Manzetés pripttimas® ir ,,ISorinés jrangos prijungimas ir atjungimas*.

9. Prieziara ir valymas

Démesio.

« Priemon¢ neturi buti naudojama ilgiau kaip 29 dienas nuo pirmojo sterilaus barjero atidarymo.
« [3§jilgiausia naudojimo laikotarpj jskai¢iuojamas ir priemonés naudojimas paciento, ir ne paciento
reikméms (pavyzdziui, valant).

« Deél higienos priezas¢iy ir kad surenkant vamzdelj nebuty sumaisytos dalys, kartu turi bati
valoma tik viena iSoriné kaniulé su atitinkama vidine kaniule.

« Prie§ vél jvesdami patikrinkite gaminio vientisumg ir veikima.

Valant tracheostomijos vamzdelj ir obturatoriy turi biiti pasalinti visi kiino skys¢iai arba kietosios
apnasos, galintys pabloginti klinikinj naudojima.

ISvalyta iSoring kaniulg laikykite uz kaklo junges, viding kaniulg — uz 15 mm jungties, obturatoriy — uz
rankenélés.

Tracoe Medical GmbH
info-tracoe@atosmedical.com

Toliau pateikiami rankinio valymo nurodymai taikomi visy modeliy ir dydziy vamzdeliams
,Tracoe Twist Plus®.

1. Atleiskite iSoringje kaniul¢je esancia viding kaniulg.

2. Kad i§valytuméte vamzdelj (iSoring ir viding kaniules), priemones atskirai skalaukite drungnu
(ne aukstesnés kaip 40 °C arba 104 °F temperatiiros) geriamuoju vandeniu, kol jos bus regimai
Svarios ir be kietyjy apnasy.

3. Ypatingai svarbu kruops¢iai i§skalauti vamzdelio ir, jei taikoma, subglotinio siurbimo priemonés
vidy.

4. Nesvarumy likucius galima nuvalyti ,, Tracoe® tiekiamais Sepetéliais arba tamponais, zr. skyriy
,Papildomi gaminiai*.

5. Taip pat galima naudoti ,, Tracoe* tickiamas valymo priemones (Zr. skyriy ,,Papildomi gaminiai*),
laikantis jy naudojimo instrukcijy.

6. I3vale isskalaukite geriamuoju arba distiliuotu vandeniu.

7. Jeigu isskalautas vamzdelis néra regimai Svarus:

« toliau skalaukite, kol ji taps regimai $vari, arba

« dar kartg i§valykite ,,Tracoe” valymo priemonémis, arba

« saugiai pasalinkite tracheostomijos vamzdelj.

8. Esant pakankamam apSvietimui apzitirékite visas vamzdelio ir obturatoriaus sritis ir jsitikinkite,
kad ant priemonés néra terSaly ir kietyjy apnasy.

9. Baige¢ valymo procesa padéekite vamzdelj ir obturatoriy ant §varaus nespiran¢io sauso
ranksluoscio ir i8dziovinkite ore vietoje, kurios ore nebiity tersaly.

10. Laikoma, kad iSoriné kaniul¢, vidiné kaniulé ir obturatorius sausi, kai nebesimato vandens
liku¢iy. Patikrinkite, ar manzetés vidus sausas.

11. Galiausiai, prie§ vél jvesdami vamzdelj apziarekite ir patikrinkite veikima, kad jsitikintuméte,
jog vamzdelis ir obturatorius nesugadinti (taip pat zr. skyriy ,,Vamzdelio paruosimas®).

Démesio.

« Kad ne§varumai ir terSalai neuzdzitity, i§ stomos i8imta tracheostomijos vamzdelj (viding ir
iSoring kaniules) ir obturatoriy reikia valyti nedelsiant.

« Valydami saugokite, kad nepazeistuméte manzetés arba priptitimo zarnelés.

* Vamzdelj su manzete nardinant valymo reagento tirpale rekomenduojama j tirpalg nepanardinti
kontrolinio balionélio.

« Valymo daznj turi nustatyti gydytojas, taciau turi buiti valoma ne re¢iau nei leidziamu dazniu.

« Rekomenduojama kasdien valyti tracheostomijos vamzdelj. Per 29 dieny trukmés vidinés kaniulés
naudojimo laikotarpj galima atlikti daugiausia 29 iSorinés kaniulés ir 35 vidinés kaniulés valymo
ciklus; nepaisant Sio nurodymo gali pablogéti biologinis suderinamumas ir medziagy stabilumas.

« Vamzdeliy jokiu budu negalima valyti naudojant priemones arba atliekant procedaras,
nenurodytas Sioje instrukcijoje.

» Tracheostomijos vamzdelis skirtas naudoti tik vienam pacientui, todél jis turi buti vél jvedamas
tik tam pa¢iam pacientui.

« Tinkamai nei$valius priemonés vamzdelis gali buti sugadintas, dél klit¢iy gali padidéti oro
pasipriesinimas arba prasidéti trachéjos stomos sudirginimas ir (arba) uzdegimas.

» Kadangi net ir sveiky asmeny virSutiniuose kvépavimo takuose visada yra mikroorganizmy,
nerekomenduojame naudoti dezinfekavimo priemoniy.

10. Laikymas

a) ,,Tracoe“ gaminius laikykite originalioje pakuotéje, laikydamiesi pakuotéje nurodyty salygy.
Gaminiy nejkaitinkite iki aukStesnés kaip 60 °C temperatiiros.

b) I§valytus tracheostomijos vamzdelius laikykite $varioje uzdengtoje talpykléje, varioje, sausoje
ir nuo saulés §viesos apsaugotoje vietoje. Tracheostomijos vamzdelj kuo grei¢iau vel jveskite.
Netinkamomis salygomis laikomas vamzdelis gali buti sugadintas arba uZterstas. I§valyty
priemoniy nelaikykite ilgiau kaip 29 dienos nuo pirmojo naudojimo.

11. Pakuoté

Gaminys tiekiamas sterilus (sterilizuotas etileno oksidu), todél ji galima naudoti steriliomis
salygomis. ,,Tracoe® tracheostomijos vamzdeliy jprastiniam naudojimui arba valymui sterili
aplinka nebitina.

12. Salinimas

Panaudoti gaminiai turi bati Salinami laikantis nacionaliniy teisés akty, atlieky tvarkymo plany
arba klinikiniy procediiry del biologiskai pavojingy atlieky Salinimo, pavyzdziui, iSmetami tiesiai
i plySimo ir drégmei atspary ir saugy maisa arba talpykle, kuris perkeliamas j vieting uztersty
medicinos gaminiy atlieky $alinimo sistema.

Norédami gauti daugiau rekomendacijy kreipkités j savo sveikatos priezitiros jstaigos higienos
specialista arba, jeigu naudojate namie, vieting atlieky tvarkymo jmong

13. Grazinimas ir skundai

Jeigu turétumete skundy dél Sios priemonés, kreipkités el. pasto adresu complaint.se@atosmedical.com.
Jeigu naudojant priemong jvyko incidentas, apie kurj reikia pranesti pagal vietos teisés akty nuostatas
dél medicinos priemoniy, taip pat kreipkités j naudojimo Salies tinkama reguliacing institucija.

14. Papildomi gaminiai

14.1 Rekomenduojami gaminiai

« Atsarginés vidinés kaniulés ,,Tracoe Twist Plus®.

«  Svirkstai su standartine kaitine Luerio jungtimi.

« DTMS manzetéms skirti manzetés slégio monitoriai su standartine kaiStine Luerio jungtimi.

¢, Tracoe Smart Cuff Manager*.

« Sterilas vandenyje tirpas geliniai lubrikantai, skirti naudoti atlickant tracheostomijos proceduras.
« Kaklo juostelés.

* Atjungimo pleistai, skirti tracheostomijos / endotrach¢jiniams vamzdeliams su 15 mm jungtimis.
« Silumos ir drégmés apykaitos filtrai (HME) su standartine kaistine 15 mm jungtimi.

14 2 Papildomai pasirenkami gaminiai
Kalb¢jimo voztuvai ir uzkimsimo dangteliai su standartine kaistine 15 mm jungtimi.
» ,Tracoe* siilomos valymo priemongs.
e Tracoe® sitilomi valymo priedai (pavyzdziui, tamponai, §epetéliai, vonele).
e, Tracoe” duSo apsaugas.
e Tvars¢iai ir kompresai.
» Apsauginiai tekstilés gaminiai (pavyzdziui, seilinukai, Salikai, kaklo movos).

15. Bendrosios salygos

Visy ,,Tracoe* gaminiy prekybai, pristatymui ir grazinimui iSimtinai taikomos galiojancios
Bendrosios salygos (BS), kurias galima gauti i§ ,,Tracoe Medical GmbH* arba interneto svetaingje
www.tracoe.com.

Atos
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Symbols

M Manufacturer; Gamintojas

@ Country of manufacture with date of manufacture; Pagaminimo $alis ir pagaminimo data
g Use-by date; Naudoti iki

Batch code; Partijos kodas

Medical Device; Medicinos priemoné

Instructions for use; Naudojimo instrukcija

AEIE] Caution, consult instructions for use; Démesio, skaityti naudojimo instrukcija
ONLY  Federal (USA) law restricts this device to the sale by or on the order of a physician

@) Single Patient — multiple use; Jeden pacient — Vienas pacientas — daugkartinis naudojimas

STERLLE|EO| Sterilized using ethylene oxide; Sterilizuota etileno oksidu

Do not resterilize; Nesterilizuoti pakartotinai

Do not use if package is damaged; Nenaudoti, jeigu pazeista pakuote

Peel here. vt we
' Peel here; Plésti ¢ia
Al
¥

/:/_.Li\ 7’* Keep away from sunlight and keep dry; Saugoti nuo saulés Sviesos ir laikyti sausai

Storage temperature limit; Laikymo temperatiiros riba
Single sterile barrier system; Viena sterilaus barjero sistema

Single sterile barrier system with protective packaging outside; Viena sterilaus
barjero sistema su iSorine apsaugine pakuote

Not made with phthalates (e.g. DEHP); Pagaminta nenaudojant ftalaty (pavyzdziui, DEHP)
Not made with Natural Rubber latex; Pagaminta nenaudojant nattiraliojo kauciuko latekso
Packaging Content; Pakuotés turinys

MR conditional; Salyginai saugi MRT aplinkoje

i Triman symbol and Infotri for France; Pranctizijai skirtas ,,Triman® simbolis ir ,,Infotri*
Packaging is recyclable; Pakuotg galima perdirbti

Recycling guidelines; Perdirbimo rekomendacijos

Fenestration; Perforacija

Low-pressure cuff; Mazo slégio manzeté

Suction line; Siurbimo Zarnelé

MR safe; Saugi MRT aplinkoje

Tracoe Medical GmbH Atos
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