TRACOE Twist Plus

IFU

(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/ Saturs
IMAGES, TABLES/ ATTELI, TABULAS
EN - ENGLISH

Image 1/ 1. attels

tube/ Caurulite

HVLP cuff/ HVLP aproce

inflation line/ Ieptsanas linija

pilot balloon with check valve/
Pilotbalons ar pretvarstu

standard 15 mm connector/
Standarta 15 mm savienotdjs

locking ring/ Slédzgjgredzens

neck flange/ Kakla atloks

obturator/ Obturators

suction channel/ AtstikSanas kanals

female Luer connector/
Sieviskais Luera savienotajs

suction line/ AtstikSanas linija

fenestrated inner cannula/
Ieksgja kanula ar daudzam atverém

9a

non-fenestrated inner cannula/
Ieksgja kanula bez daudzam atverém

10

occlusion cap/ Okliizijas vacing

11

adaptors/ Adapteri

12

neck strap/ Kakla siksnina

N\
L X
7

PN

Atos

atosmedical.com

LV - LATVIESU VALODA

SYMBOLS

o N =

Image 2/ 2. attels

o
S~ [T ~ T

Size Table/ Izméru tabula

REF 311, REF 312, REF 313, REF 314, REF 316, REF 888-316

Size

08

10

ID-IC OD-OC be OD-OC bf
mm mm mm
7.0 9.8 10.1
8.0 10.8 1.1
9.0 118 12.1
10.0 128 13.1

TL
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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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-
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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.

Atos
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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.

LV — LATVIESU VALODA

Lietosanas instrukcija
Tracoe Twist Plus traheostomijas caurulites

Tehnologijas Above Cuff Vocalization (ACV) izmantosana ir apstiprinata tikai ar CE.

Piezime. Ludzu, uzmanigi izlasiet lictoSanas instrukciju. Ta ir uzskatama par aprakstita
izstradajuma dalu, un tai vienm@&r jabut pieejamai. Pacientu un jusu paSu dro§ibas labad ievérojiet
turpmak izklastito drosibas informaciju.

Tlustracijas, uz kuram ir atsauces teksta, ir atrodamas ilustrétajas lapas §is instrukcijas sakuma.
Numuri apzim@ izstradajuma komponentus un attiecas uz konkrétajam izstradajuma ilustracijam.
Simboli un ikonas, kas tiek izmantoti kopa ar izstradajumu, ir izskaidroti sadalas ,, Visparigs apraksts”
un ,,Funkcionalitates apraksts”.

1. Paredzétais lietojums un lietosanas indikacijas
Tracoe Twist Plus traheostomijas caurulites ir paredzetas piekluvei caur traheju, lai kontroletu elpcelus.
Tas var lietot Iidz 29 dienam.

Kliiskie ieguvumi. Tracoe Twist Plus traheostomijas caurulites nodrosina piekluvi caur traheju
Iidz apaksgjiem elpceliem. Modelus ar aproci, ja tie ir piepsti, var izmantot elpcelu noslégSanai
(piem., mehaniskas ventilacijas gadijumos).

Tracoe Twist Plus caurulites ir divu limenu caurulites. Ieksgjo kanulu var nonemt vai nomainit,
elpcelu caurlaidibu var atjaunot, nomainot iek$gjo kanulu.

Izmantojot caurulites ar subglotiskas atstikSanas kanalu, var nonemt sekrétus, kas palikusi virs
piepiistas aproces.

Modelis ar daudzam atverém lauj dalu gaisa plismas novirzit uz augs¢jiem elpceliem.
Ja arsté8anai nav vajadziga vai nav pielaujama (piem., mehaniskas ventilacijas gadijuma)
traheostomijas caurulites ar daudzam atverém izmantoSana, atveres var noslégt, ievietojot ieksgjo
kanulu bez daudzam atvergm.

15 mm savienotajs ir standartiz&ts komponents, pie kura var pieslégt citas elpcelu kontroles ierices
(piem., mehanisko ventilatoru, kleposanas paligierici, smidzinataju u. c.).

Salidzinot ar endotrahealas caurulites lietoSanu, anatomiska brivtelpa ir mazaka, un, lietojot
traheostomijas cauruliti, ir mazak vajadziga sedacija. Ilgstosas endotrahealas intubacijas gadijuma
var noverst ilgstosu komplikaciju risku (piem., balss sai$u bojajumus, granulgjosu audu veido$anos
balsenes rajona u. c.), ja izmanto traheostomijas cauruliti.

Meérka pacienti. [zstradajums ir paredz&ts picaugusajiem un pusaudziem (> 12-21 gads).

Kliniska lietos$ana. Izstradajums ir paredz&ts mehaniski ventilg§jamiem un patstavigi elpojosiem
pacientiem slimnicas, pirmsslimnicas stacionaros jeb neatlickamas mediciniskas palidzibas
iestadés (Emergency Medical Services — EMS), ilgstosas apriipes iestadés, ambulatoras klinikas
vai apripei majas.

Paredz@tais lietotajs. Izstradajumu var lietot medicinas personals, kas apmacits traheostomas apripg,
vai personas, kuras apmacTijusi specialisti.

LietoSanas indikacijas. Traheostomijas caurulite ir paredz&ta pacientiem, kuriem,
lai nodros$inatu gaisa plusmu, piekluve apaksgjiem elpceliem ir nepiecieSama ar traheostomijas
palidzibu. Tracoe Twist Plus traheostomijas caurulites ir divu limenu caurulites. Iek$gjo kanulu var
iznemt un aizstat, ja ap to veidojas saciet&jums vai ja to aizsprostojusi viskozi sekréti.

Traheostomijas caurulite ar liela apjoma zema spiediena (High-Volume-Low-Pressure — HVLP)
aproci noslédz traheju, lai atdalitu augs€jos elpcelus no apaksejiem elpceliem. Tadgjadi ta
nodrosina efektivu ventilaciju un samazina subglotisko sekrétu nonak$anu plausas.

Tracoe Twist Plus traheostomijas caurulites ar subglotiskas atstik$anas kanalu un aproci (REF 316
un REF 888-316) galvenokart tick izmantotas pacientiem, kuriem izdalas liels daudzums sekrétu
un kuriem ir indicéta subglotiskas telpas atstik$ana.

Atos
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Tracoe Twist Plus traheostomijas caurulites var izmantot tehnologijas Above Cuff Vocalization
(ACV) lietosanai.

Tracoe Twist Plus modeli (REF 312, REF 314, REF 888-316) ar daudzam atverém lauj dalu gaisa
pliismas novirzit uz augsgjiem elpceliem.

Lieto$ana vienam pacientam un lietderigas lietoSanas laiks. Tracoe Twist Plus traheostomijas caurulite
ir paredzgta vienreizgjai lietoSanai vienam pacientam, un tas lietderigas lietoSanas laiks ir 29 dienas.
Saja laika ierici var izfirit un atkartoti ievietot tam pasam pacientam.

Lerici nedrikst lietot ilgak par 29 dienam kops sterila iepakojuma pirmreizgjas atverSanas.
Sis maksimalais lietoSanas laiks ietver gan ar pacientu saistitu, gan ar pacientu nesaistitu ierices
lietoSanu (piem., tiriSanu).

Uzmanibu!
Traheostomijas caurulites ilgstosa lietoSana ilgak par 29 dienam var radit materialu droSuma un
biologiskas saderibas problémas.

2. Visparigs apraksts

Tracoe Twist Plus traheostomijas caurulite ir izgatavota no PU un ir maksligas elpinaSanas caurulite
uz apaksgjiem elpceliem.

Izstradajuma ietilpst traheostomijas caurulite ar aproci vai bez tas, 2 iek§gjas kanulas ar 15 mm
savienotaju, perforéts obturators un auduma kakla siksnina. Minétie komponenti tiek piegadati
kopa sterila maisina. Adapteri lietoSanai ar argjam atstikSanas iericém tiek piegadati tikai kopa ar
subglotiskas atstik§anas modeliem (REF 316, REF 888-316). Modeliem ar daudzam atverém
(REF 312, REF 314, REF 888-316) ir arT okluzijas vacins.

Ir pieejamas dazadu diametru un garuma Tracoe Twist Plus traheostomijas caurulites. Modeli ar
aprocém (REF 311, REF 312, REF 316, REF 888-316) tiek piegadati ar iztukSotam aprocém.
Pieméroto caurulites diametru un garumu nosaka arsts.

Sava materiala dé| traheostomijas caurulite ir rentgenstarojumu necaurlaidiga.

Terices kliniska lietosana MR vidg ir atkariga no izstradajuma specifikacijam un ir aprakstita nodala
,,MRA drosuma informacija”.

Traheostomijas cauruliti var izmantot kopa ar mediciniskajam iericém, kas ir apstiprinatas
invazivai ventilacijai caur traheostomu un ir savienotas ar standarta 15 mm savienotaju.
Traheostomijas caurulites ar subglotiskas atstik8anas kanalu var izmantot ar mediciniskajam
iericém, kas apstiprinatas subglotiskajai atstikSanai.

Sim izstradajumam ir pievienota informacijas kartite ar divam nopemamam etiketeém, kuras ir
noradita informacija par izstradajumu. STs etiketes atvieglos ierices atkartotu pasutiSanu un tas
drosu lietosanu MR vidg. Etiketes var pievienot pacienta ierakstam.

1. att€la ir paradits sarezgitakais traheostomijas caurulites modelis.

1 Caurulite 7 AtsiikSanas kanals

2 HVLP aproce 7a Sieviskais Luera savienotajs

2a Ieptsanas linija 7b AtsiikSanas linija

2b Pilotbalons ar pretvarstu 9 Ieks&ja kanula ar daudzam atverém
3 Standarta 15 mm savienotajs 9a Iekseja kanula bez daudzam atverém
4 Sledzgjgredzens 10 Okluzijas vacins

5 Kakla atloks 11 Adapteri

6 Obturators 12 Kakla siksnina

(1) Traheostomijas caurulite:

 Visas caurulites ir izliektas un saSaurinatas virziena uz talako galu, un talakaja gala (pacienta iek$pus€)
tam ir apal$ gals.

» Visas caurulites ir izgatavotas no rentgenstarojumu necaurlaidiga materiala.

* REF 311: caurulite ir ar aproci

« REF 312: caurulite ir ar aproci un ar daudzam atverém

* REF 313: caurulite nav ar daudzam atverém

* REF 314: caurulite ir ar daudzam atverem

* REF 316: caurulite ir ar aproci un ar subglotiskas atstik§anas kanalu

« REF 888-316: caurulite ir ar aproci, ar daudzam atverém un subglotiskas atstikSanas kanalu
(2) Liela apjoma zema spiediena (HVLP) aproce:

* HVLP aproce (2) atrodas uz traheostomijas caurulites talaka gala un ir tiesi savienota ar
ieptsanas liniju (2a).

+ lepusanas linijas tuvaja gala ir pilotbalons (2b) ar iebGvétu pasblivgjosu pretvarstu un sievisko
Luera savienotaju.

* HVLP aproce tiek piepiista tikai ar gaisu.

+ Ja attiecas, uz pilotbalona (2b) ir noradits aproces diametrs (CD) un izmérs.

(5) Kakla atloks:

» Kakla atloka (5) forma ir izliekta.

* Dubulta Sarnira dé| atloku var parvietot horizontali un vertikali.

¢ Izstradajuma kods (REF), kliniskais izmérs (izmérs), iek$gjais diametrs (ID), argjais diametrs (OD),
caurulites garums (TL) un simbols ,,Dross MR vid&” ir noraditi uz kakla atloka.

(6) Obturators:

 perforétajam obturatoram (6) distalaja gala ir gluds, apal§, konusveida gals. Obturatoru izmanto
traheostomijas caurulites atkartotai ievieto$anai traheostomas gadijuma.

» Perforacijas dé| obturatoru var izmantot, lietojot Seldinger metodi.

(7-7b) Subglotiskas atsiikSanas kanals

¢ Tracoe Twist Plus traheostomijas caurulitém (REF 316, REF 888-316) arpusé ir subglotiskas
atstkSanas kanals (7). AtsikSanas atveri novieto zemakaja iesp&jamaja vieta virs aproces.

» Atsuksanas kanala talaja gala ir standarta sieviska Luera savienotaja (7a) pieslégvieta, lai pieslegtu
argjo paligierici, kas tiek izmantota subglotiskajai atsiikSanai vai gaisa/skabekla padevei ACV
vajadzibam. Subglotiskajai atstik§anai var izmantot papildu adapterus (11).

» Subglotiskas atsiiksanas atveri (7a) var noslégt, izmantojot pievienoto vacinu.

(9-9a) Ieksejas kanulas

¢ Tracoe Twist Plus traheostomijas caurulites tiek piegadatas ar 2 iek$€jam kanulam, no kuram
viena ir ieprieks uzstadita argja kanula.

» Katrai iek$¢jai kanulai ir 15 mm savienotajs ar sledzgjgredzenu (4). Zilais sledzgjgredzens
norada uz icks§€jo kanulu (9) ar daudzam atverém, bet baltais gredzens — uz ick$gjo kanulu bez
daudzam atverém (9a).

Tracoe Medical GmbH
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* REF 311, REF 313 un REF 316 ir 2 iek$gjas kanulas bez daudzam atvergm.

« REF 312, REF 314 un REF 888-316 ir 1 kanula ar daudzam atverém un 1 kanula bez daudzam atverém.
« Standartizetais 15 mm savienotajs (3) ir pastavigi piestiprinats iek$gjai kanulai un ir paredz&ts
traheostomijas caurulites savieno$anai ar argjam iericém ar iek$gjo standartizéto sievisko 15 mm
savienotaju, pieméram, savienojumam ar mehaniskas ventilacijas ierici, mitrummaini
(Humid Moist Exchanger — HME), runasanas varstu.

(12) Kakla siksnina:

» Kakla siksnina (12) ir miksta polsteréta auduma lente, kas apnem pacienta kaklu.

 Siksnas galos ir aka un cilpas aizdares, ko ievieto caur kakla atloka cilpam, lai nostiprinatu
traheostomijas cauruliti.

« Nomainas biezumu nosaka arsts vai veselibas apriipes specialists.

Papildu izstradajumi:
¢ Izstradajumi, kurus var izmantot kopa ar Tracoe Twist Plus traheostomijas caurulitém,
ir uzskaititi sadala ,,Papildu izstradajumi”.

3. MRA drosuma informacija

REF 313 un REF 314

Tracoe Twist Plus traheostomijas caurulites REF 313 un REF 314 ir ,,drosas MR vide”.
REF 311, REF 312, REF 316 un REF 888-316

Nekliniskajos testos ir konstatets, ka Tracoe Twist Plus traheostomijas caurulites REF 311,
REF 312, REF 316 un REF 888-316 ir ,,drosas MR vidg noteiktos apstaklos”. Pacientu ar So ierici
var drosi skenét MR sistéma, ja ta atbilst turpmak uzskaititajiem nosacljumiem.

e 1,5 teslu (T) vai 3,0 T statiskais magngtiskais lauks.

¢ 1900 gausu/cm (19 T/m) maksimalais telpiskais lauka gradients.

* Maksimalais MR sistémas zinotais visa kermena vidgjais ipatngjas absorbcijas atrums (SAR) ir 2 W/kg
(normalais darbibas rezims) un maksimalais visas galvas Tpatngjas absorbcijas atrums (SAR) ir 3,2 W/kg.
¢ Tikai ar frekvencu sadalijuma parneses spoli.

« Kakla atloks (5) janostiprina ar kakla siksninu (12).

¢ Traheostomijas caurulites aproces (2b) pretvarsts japiestiprina pie adas ar medicinisko limlenti,
un tam jaatrodas drosa attaluma no MR diagnostikas zonas.

Nekliniskajos testos attéla artefakts, ko izraisa pretvarsts, sniedzas (radiali) Iidz 107 mm
no pretvarsta, ja attels tiek uznemts ar gradienta atbalss impulsu sekvenci un 1,5 T MR sistemu,
un lidz 113 mm, ja attéls tiek uznemts ar vérpes atbalss impulsu sekvenci 3,0 T MR sistéma.
Tapgc ieteicams piestiprinat pretvarstu pie pacienta adas talak no interesgjosas zonas.

Bridinajums!

Izmantojot MR att€lveidosana:

« Lai nov@rstu iesp&jamu kustibu, atrodoties MR vidg, ciesi nostipriniet cauruliti ar metala
elementus nesaturoSu kakla siksninu.

« Lai noverstu iesp&jamu kustibu, atrodoties MR vidg, cie$i nostipriniet pretvarstu prom no
interesgjosas zonas ar standarta medicinisko limlenti.

¢ MR attéla kvalitate var pasliktinaties, ja interes€josa zona atrodas tuvu ieptiSanas varsta
atraSanas vietai.

4. Kontrindikacijas

Traheostomijas caurulites:

« Traheostomijas cauruliti nevar izmantot kopa ar siltumu izstarojosam iericém, pieméram,
lazeru. Pastav ugunsgréka risks, var veidoties toksiskas gazes, ka ari caurulite var tikt sabojata.

¢ Pacientiem ar augstu masivas aspiracijas risku nevajadz&tu lietot modelus bez aprocém
(REF 313, REF 314).

» HVLP aproci nedrikst piepiist, ja tieck izmantots runasanas varsts vai okliizijas vacin$ un pretgji.
Jaundzimusie, zidaini un bérni (< 12 gadi).

ACY lietoSana:

* Pacientiem ar jaunu traheostomu (mazak neka 7-10 dienas péc kirurgiska griezuma).

* Augsgjo elpeelu skersli, kas var kavet gaisa plismu un [1dz ar to arT fonaciju.

«  Skersli var izraisit spiediena paaugstinasanos traheja un tadgjadi izraisit zemadas emfizémas risku.
* Pacienti ar kirurgisku emfizému vai trahejas audu infekcijam.

 Pacienti ar vienpusgju vai abpusgju balss saiSu paralizi vidgja pozicija.

5. Visparigie piesardzibas pasakumi

* Ja izstradajums tiek lietots kopa ar citam mediciniskajam iericém, jaievéro to lietoSanas
instrukcijas. Ja rodas jautajumi vai ir vajadziga palidziba, sazinieties ar razotaju.

« Ja aprakstito proceduru laika rodas komplikacijas, ir javeic dro$ibas pasakumi, lai varétu nodrosinat
talit&ju ventilaciju, izmantojot alternativus elpcelus (piem., laringedlo intubaciju, laringealo masku).
To ieteicams darit, pamatojoties uz attiecigajam piemerojamajam vadlinijam un standartiem pacientiem ar
apgritinatiem elpceliem, pieméram, dokumentam ,,Practice Guidelines for Management of the Difficult
Airway” (Praktiskas vadlinijas apgratinatu elpcelu kontrolei) (American Society of Anesthesiologists, 2013).
« Pirms kanulacijas vai atkartotas kanulacijas pacientam janodroSina optimals skabekla ITmenis.
» Loti ieteicams pie pacienta gultas turét lietoSanai gatavu rezerves cauruliti un vairakas ieksgjas
kanulas. Glabajiet rezerves ierices tiros un sausos apstak]os.

« Tapat arT ieteicams pie gultas turt arkartas rezerves ierici, ja nepiecieSama neplanota traheostomijas
caurulites nomaina, pieméram, komplikaciju, sabrukusas traheostomas vai lidzigu iemeslu dgl.
Arkartas rezerves iericei jabat par vienu vai diviem izmériem mazakai par izmantoto ierici.

* Pirms lictoSanas/ievietoSanas japarbauda izstradajuma integritate un darbiba. Parbaudiet,
vai caurulitei nav nosprostojumu, vai aproces materials nav trausls vai saplésts un vai to var
pieptst/iztuk$ot, vai taja nav savijumu, plisumu vai iegriezumu un vai ir stabils caurulites un kakla
atloka savienojums. Ja izstradajums ir bojats, tas jaaizstaj pret jaunu izstradajumu.

« Pirms atvérSanas japarbauda, vai sterilais iepakojums un argjais iepakojums nav bojats.
Ja iepakojums ir bojats vai netisi atverts, ierici nedrikst lietot.

* Nelietojiet parmérigu speku, ievietojot, lietojot vai iznemot traheostomijas cauruliti.

« Nelietojiet nevajadzigi parmerigu speku, savienojot traheostomijas cauruliti ar argjam iericém vai
atvienojot no tam. Tas var izraist traheostomijas caurulites bojajumus un/vai nobidi/dekanulaciju.

« Savienojot ar argjam iericEém vai atvienojot no tam, vienm@r turiet traheostomijas cauruliti pie
15 mm savienotaja pamatnes.

« Atveru novietojums japarbauda ar endoskopijas palidzibu.

» Spiediens aprocé var mainities, ja ka anestézijas lidzeklis tiek izmantots slapekla oksids
(smieklu gaze).

« Merot spiedienu aprocg, visiem aproces pieptisanas sistémas komponentiem jabiit bez savijumiem,
ka arT tie nedrikst bt iestiepti, pret&ja gadijuma manometrs var radit nepareizas spiediena veértibas.

» Nodroginiet, lai visi priek$meti, kurus atlauts izmantot aproces piepiiSanai (piem., rokas manometrs),
bitu tiri (bez putekliem, redzamam dalinam un nefirumiem). Jebkur§ aproces piepiisanas sist€mas traucgjums
var izraisit aproces iztukSoSanos, kas samazina ventilacijas efektivitati vai aizsardzibu pret aspiraciju.

Atos
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e Lai izvairitos no aproces bojajumiem un atvieglotu tas ievietoSanu, vienmér nodroSiniet,
lai aproce bitu pilniba iztukSota, pirms ievietojat iztukSoto aproci virziena pret kakla atloku.

< Ja manometrs un/vai savienosanas caurulite ir pievienota pie piepustas aproces iepildes linijas,
starp aproci un pievienoto ierici vienmér notiek spiediena kompensacija. Tas radis nelielu spiediena
zudumu aproc€. Vajadzibas gadijuma atkartoti noregulgjiet spiedienu, 1idz tas ir optimala diapazona.
« Udens aprocg: visam HVLP aprocém ir noteikta iidens tvaiku caurlaidibas pakape. Tap&c aprocé
var uzkraties kondens¢jusies tidens tvaiki. Ja iepiSanas linija nejausi ieklust lielaks Gdens
daudzums, tas var izraisit nepareizu aproces spiediena mérijumu, aproces spiediena korekciju un
aproces iztuk§osanos. Sada gadijuma traheostomijas caurulite ir jaaizstaj.

¢ Mainot icks&jo kanulu, vienmér nodrosiniet, lai aproces iepisanas linija neblitu novietota starp
ieksgjo un argjo kanulu, jo pret&ja gadijuma ta var iesprust un tikt sabojata.

* Mehaniskas ventilacijas laika un bieZi mainot pacienta poziciju vai manipulgjot ar cauruliti,
ieksgja kanula var atdalities no ar€jas kanulas. Tap&c regulari parbaudiet ieksgjas kanulas savienojumu.
« Noluka izvairities no subglotiskas zonas izzliSanas subglotiskas atstikSanas laika janodrosina,
lai negativais spiediens nebuitu parmerigs un netiktu lietots ilgstosi. Ieteicama periodiska atsuksana.
IzzG8anas efektu var samazinat, péc atsiik§anas noslédzot atsiikSanas linijas caurulites atveres
vacinu. AtstikSanas Inija var tikt nosprostota, ja taja ir uzkrajusies un/vai izzuvusi sekr&ti vai ja tick
atstikts parak daudz Skidruma. Ja atsiikSanas linija ir nosprostota, rikojieties saskana ar
noradijumiem, kas sniegti nodala ,,Subglotiska atstik§ana”.

« Nepareizi glabasanas apstakli var izraisit izstradajuma vai sterila iepakojuma bojajumus.

« Profesionaliem ir regulari jauzrauga dzivibai svarigie parametri.

6. Bridinajumi

« Nelietojiet So izstradajumu, ja sterilais iepakojums vai argjais iepakojums ir bojats, pieméram,
ar valgjam malam, caurumiem iepakojuma utt.

« Parstrade (tostarp atkartota steriliz€Sana) nav atlauta, jo tas var ietekmét izstradajuma materialu
un funkcijas. Izstradajumi ir paredz@ti tikai vienreiz€jai lieto$anai.

¢ Tracoe izstradajumu modifikacijas nav atlautas. Uznémums Tracoe nav atbildigs par
modificétiem izstradajumiem.

 Traheostomijas caurulites pirmreizgjas ievietoSanas laika nekavejoties partrauciet ventilaciju pa augsgjiem
elpceliem, kad ievietotas traheostomijas caurulites aproce ir piepiista. Tas samazina barotraumas risku.

« Nodrosiniet, lai aproce netiktu caurdurta ar instrumentiem vai asiem trahejas skrimsla izcilpiem.
« Traheostomijas vajadzibam izmantojiet tikai tidenT §kistoSu lubricgjosu gelu, jo gels uz ellas
bazes var sabojat cauruliti.

« Nodrosiniet, lai, uzklajot lubricgjoso gelu uz obturatora gala, caurulite netiktu nosprostota.

« P&c ievietoSanas parbaudiet caurulites stavokli un darbibu. Nepareizs novietojums var izraisit,
pieméram, paliekoSus trahejas glotadas bojajumus vai nelielu asinosanu.

« Nekustiniet un neparvietojiet cauruliti, kad ta ir ievietota. Pretgja gadijuma var tikt bojata stoma/traheja
vai ventilacija var bit nepietickama.

« Negrieziet 15 mm savienotaju, jo tas var izraisit iek$€jas kanulas rotaciju argja kanula. Tas var izraisit
gaisa padeves partraukSanu vai traheostomijas caurulites nobidi. Izmantojiet slédzgjgredzenu,
lai atbloké&tu un atkartoti nofiksétu iek3gjo kanulu.

« Ventilacijai nekada gadijuma neizmantojiet ick$¢jas kanulas ar daudzam atverém.

¢ Lai izvairitos no aproces materiala bojajumiem, ta nedrikst nonakt saskaré ar aerosolus
saturoSiem viet€jiem anestézijas lidzekliem vai jebkadam ziedem, pieméram, dekspantenolu.

« Tlgstoss un parmérigs spiediens aprocg virs 30 cm HyO (= 22 mm Hg) rada trahejas pastavigu
bojajumu risku.

< Piepitiet aproci tikai ar gaisu. Nepiepildiet aproci ar skidrumiem, jo tas vartu izraisit aproces
spiediena paaugstinasanos virs 30 cm H,O.

* Nepietickams aproces piepildijums (zem 20 cm H,0O) var izraisit nepietickamu ventilaciju
un/vai paaugstinatu aspiracijas risku, kas sliktakaja gadijuma var izraisit ar ventilatoru saistitu
pneimoniju (Ventilator Associated Pneumonia — VAP) vai ieelpoSanas pneimoniju.

* Mainot pacienta poziciju gulta, nodrosiniet, lai pacients negulétu uz pilotbalona, jo tas var&tu
palielinat spiedienu aproc€ un potenciali izraisit trahejas bojajumus.

< Lainovérstu stomas vai trahejas bojajumus, nodroSiniet, lai aproce pirms caurulites ievietoSanas
vai iznems$anas biitu iztukSota (tuk$a). Ja aproci nav iesp&jams iztukSot, ar $kérém pargrieziet
iepiisanas liniju un izvadiet gaisu. $ada gadijuma izstradajums ir bojats un ir jaaizstaj.
 Lidojuma laika spiediens aprocg var mainities. Tapéc nodrosiniet pastavigu aproces spiediena kontroli.
< Pirms aproces iztukSosanas nodroSiniet, lai pacienta augsgjie elpceli nebiitu nosprostoti. Vajadzibas
gadfjuma attiriet augs€jos elpcelus no sekrétiem atsticot vai noradot pacientam tos izklepot.

« Gadajiet, lai tiktu lietoti pareizie Luera savienotaji aproces pieptsanai (caurspidigs)
un atstiksanai (balts).

< Gadajiet, lai ACV vajadzibam tiktu izmantots pareizais Luera savienotajs (balts).

« Nodrosiniet, lai traheostomijas caurulité nebiitu $k&r$lu, kas var izraisit gaisa pliismas
pasliktinasanos. Tap&c ir ieteicama regulara caurulites sekréta atstikSana atkariba no pacienta
individualajam vajadzibam (piem., sekrétu daudzuma).

« Parmérigi viskozs sekréts var izraisit traheostomijas caurulites nobidi. NodroSiniet pareizu
caurulites novietojumu, regulari parbaudot caurulites izvietojumu, un samaziniet tas nobides risku,
veicot subglotisko atstikSanu.

« Lai iztiritu sekrétu no pacienta elpceliem un traheostomijas caurulites, izmantojiet tikai
atstik8anas katetrus. Instrumenti var iespiesties caurulit€ un ierobezot ventilaciju.

* Regulari parbaudiet, vai visi savienojumi ir drosi, lai novérstu nejausu caurulites atvieno$anos
no argjas iekartas un nodrosinatu efektivu ventilaciju.

* 15 mm savienotajam ir jabiit tiram un sausam.

« Nelietojiet neatlautus instrumentus, lai atvienotu argjas iekartas no 15 mm savienotaja, jo tas var
deformét 15 mm savienotaju.

*  Okliizijas vacinus / runaSanas varstus drikst lietot tikai ar iztukSotu aproci, lai novérstu nosmaksanas risku.
 Caurulites ievietoSanas un iznemsanas laika var tikt izraisits klepus vai asinoSana.

7. Blakusparadibas

Traheostomijas caurulites lietosanas tipiskas blakusparadibas ir asinosana, spiediena punkti, sapes, stenoze
un adas kairinajums (piem., mitruma dél), granul&josie audi, traheomalacija, traheoezofageala fistula,
pastiprinata sekrécija un riSanas griifibas. Nevélamu notikumu gadijuma nekavgjoties sazinieties ar arstu.
Lietojot ACV, tipiskas blakusparadibas ir pastiprinata sekrécija, diskomforts, aizsmakums,
klepus, slikta d@isa vai balsenes izziiSana, jo tiek atjaunota augsgjo elpcelu funkcionalitate
(tirTSana/degustacija/runa).

Aproces iztuk§oSanas izméginajumu laika var rasties pastiprinata sekrécija, diskomforts, iesnas,
klepus vai slikta dasa.

8. Funkcionalitates apraksts

Uzmanibu!

« Loti ieteicams pie pacienta gultas turét lietoSanai gatavu rezerves cauruliti un vairakas iek$gjas
kanulas. Glabajiet rezerves ierices tiros un sausos apstak]os.

« Tapat arT ieteicams pie gultas turét arkartas rezerves ierici, ja nepiecieSama neplanota traheostomijas
caurulites nomaina, pieméram, komplikaciju, sabrukusas traheostomas vai lidzigu iemeslu dé]. Arkartas
rezerves iericei jabiit par vienu vai diviem izm&riem mazakai par izmantoto ierici.

« Ja aprakstito procediiru laika rodas komplikacijas, ir javeic drosibas pasakumi, lai varétu
nodro§inat talitgju ventilaciju, izmantojot alternativus elpcelus (piem., laringealo intubaciju,
laringealo masku). To ieteicams darit, pamatojoties uz attiecigajam piemérojamajam vadlinijam un
standartiem pacientiem ar apgratinatiem elpceliem, pieméram, dokumentam ,,Practice Guidelines
for Management of the Difficult Airway” (Praktiskas vadlinijas apgratinatu elpcelu kontrolei)
(American Society of Anesthesiologists, 2013).

Tracoe Medical GmbH
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8.1. Caurulites sagatavosana

St ir sterila ierice, ko var lietot sterila vide.

Caurulites izméru un atbilsto§o garumu nosaka arsts.

Tiesi pirms lietosanas japarbauda $adas funkcijas: aproces darbiba, ierices pilnigums. Ja ierice
neiztur pirmreiz&jo parbaudi, atkartojiet procedtiru ar jaunu ierici. Neizmetiet ierici un ieveérojiet
noradijumus, kas sniegti sadala ,,AtgrieSana un sudzibas”.

1. Parbaudiet sterilo iepakojumu, lai parliecinatos, ka tas nav bojats un taja ir visi komponenti.

2. Pirms lietosanas atveriet iepakojumu un vizuali parbaudiet, vai ierice nav bojata.

3. Parbaudiet, vai caurulite nav nosprostota, vai materials nav trausls vai saplésts, vai aproce
ir neskarta, vai pieptSanas vai atstik§anas linijas nav iestieptas, vai nav plisumu vai iegriezumu,
vai savienojums starp cauruliti un kakla atloku ir stabils.

4. Parbaudiet HVLP aproces nopliidi, pieptisot to ar rokas manometru lidz 50 cm HyO (= 36,78 mm Hg)
spiedienam. 1 minditi vérojiet piepiisto aproci, lai, samazinoties spiedienam / iztuk3ojot aproci, konstatetu
nopladi. Ja aproce ir hermétiska, izvadiet gaisu ar §lirci. Nevelciet talak, pieméram, lai raditu vakuumu.
5. Parbaudiet, vai ieprieks uzstadito ieks&jo kanulu var iznemt un atkal ievietot argja kanula bez
pretestibas. Lai iznemtu iek$&jo kanulu no argjas kanulas, nonemiet ieprieks uzstadito obturatoru
un pagrieziet slédz&jgredzenu pretéji pulkstenraditaju kustibas virzienam. Lai blok&tu ieksgjo
kanulu, pagrieziet sledz&jgredzenu pulkstenraditaju kustibas virziena.

6. Nodrosiniet, lai traheostomijas caurulit€ esoso obturatoru varétu viegli ievietot caurulité un iznemt no tas.
7. levietojiet obturatoru traheostomijas caurulité.

8. Uzklajiet planu lubric&josa gela kartinu uz obturatora izvirzitas dalas un uz caurulites apaksgjas
dalas, tostarp aproces.

9. Vajadzibas gadijuma kakla siksninu var piestiprinat kakla atloka sparniem, lai to nostiprinatu péc
caurulites ievietosanas. Ja jaizmanto kakla siksnina, pirms procediiras ta janovieto zem pacienta kakla.

8.2.Pacienta sagatavosana

Nodrosiniet, lai pacients biitu ieprieksgji sanémis pietickami daudz skabekla, velams, tiesi pirms
ievadiSanas vai atkartotas ievadiSanas.

Lai atvieglotu ievadiSanu, pacientu, ja iesp&jams, novietojiet gulus stavoklt ar izstieptu kaklu.

8.3. Caurulites ievietosana

Obturators ir perforéts, un to var izmantot kopa ar Seldinger vaditajstigu.

1. Sagatavojiet cauruliti un pacientu, ka aprakstits nodala ,,Caurulites sagatavosana” un ,,Pacienta
sagatavosana”.

2. levietojot traheostoma cauruliti (ar obturatoru taja), turiet cauruliti pie kakla atloka un stingri
piespiediet obturatoru pie 15 mm savienotaja.

3. Uzmanigi virziet cauruliti uz prieksu, 1idz kakla atloks saskaras ar adas virsmu.

4. Nofiksgjiet cauruliti ar vienu roku un p&c ievietosanas nekavéjoties nonemiet obturatoru.

8.4.Péc caurulites ievietosanas

1. Parbaudiet, vai elpcel§ caur cauruliti ir brivs un, ja nepiecieSams, koriggjiet traheostomijas
caurulites novietojumu (piem., izmantojot bronhoskopu).

2. Savienojiet iek$gjas kanulas 15 mm savienotaju ar elpo$anas sist€ému, ja ir nepiecieSama ventilacija.
3. Vajadzibas gadijuma: piepiitiet traheostomijas caurulites aproci ar gaisu pa Luera savienotaju,
kas atrodas pie pilotbalona.

4. Lai izvairitos no caurulites izkustéSanas, nostipriniet cauruliti ar kakla siksninu.

S. Starp traheostomu un kakla atloku ieteicams ievietot parsgju, lai novérstu adas kairinajumu zem atloka.
6. Velreiz parbaudiet spiedienu aprocé, lai parliecinatos, ka ievietoSanas laika aproce nav bojata.

8.5.Aproces piepiisana

1. opcija. Standarta §lirces vietd aproces piepiSanai iesakdm izmantot rokas manometru.
Pielagojiet spiedienu aprocé konkrétajai ventilacijas terapijai un regulari parbaudiet. Parasti
spiedienam ir jabut diapazona no 20 cm HyO (= 15 mm Hg) lidz 30 cm H,0O (= 22 mm Hg).

2. opcija. Izmantojiet Tracoe Smart Cuff Manager, lai ar pasivas kontroles palidzibu uzturétu
spiedienu aprocé 20-30 cm H,O robezas. Pievienojiet Tracoe Smart Cuff Manager virisko Luera
savienotaju pie traheostomijas caurulites pretvarsta sieviska Luera savienotaja. Pieputiet Tracoe
Smart Cuff Manager, izmantojot standarta §lirci, ka noteikts attiecigaja lieto$anas instrukcija.

Uzmanibu!
» Mainot pacienta poziciju gulta, nodrosiniet, lai pacients negulétu uz pilotbalona, jo tas varétu
palielinat spiedienu aproc€ un potenciali izraisit trahejas bojajumus.

8.6. Aréjo iekartu pievienosana/atvienosana

Lai izveidotu savienojumu ar argjam iekartam vai piederumiem (piem., ventilatoru), stingri turiet 15 mm
savienotdja pamatni un viegli virziet argjas ierices savienojuma galu, 1idz tas ir drosi piestiprinats pie
traheostomijas caurulites. Saubu gadijuma vairakas reizes pagrieziet savienojuma galu turp un atpakal, lai
parliecinatos, cik liels speks ir vajadzigs, lai savienojums biitu dross un argjo ierici velak varétu viegli atvienot.
Ja atvieno$ana ir apgritinata, izmantojiet standartizétu atvienoSanas kili (nav ieklauts komplektacija), lai
atvienotu traheostomijas cauruliti no argjas iekartas vai piederumiem, bidot atvienoSanas kila atveri starp
15 mm savienotaju un ar€jo ierici, lidz abas ierices ir atdalitas, skatiet nodalu ,,Papildu izstradajumi”.

Uzmanibu!
* Nelietojiet nevajadzigi parmérigu speku, savienojot traheostomijas cauruliti ar argjam iericem
vai atvienojot no tam. Tas var izraisit traheostomijas caurulites bojajumus un/vai nobidi/dekanulaciju.

8.7.Subglotiska atsiiksana

1. Lai veiktu periodisko atstik§anu, nonemiet subglotiskas atsuk3anas linijas Luera savienotaja vacinu.
2a. Manualo atstik§anu var veikt, izmantojot §lirci.

2b. Ar adapteru palidzibu var pievienot aktivu atstikSanas ierici (sk. 2. attélu).

3. P&c subglotiskas atstik§anas noslédziet atsuksanas linijas Luera savienotaju ar vacinu.

Uzmanibu!

 JaatsuikSanas kanals ir nosprostots, to var atbrivot, pieptiSot ar gaisu/skabekli (ieteicamais atrums:
36 1/min; maksimali 12 1/min) vai izskalot ar fiziologisko $kidumu (ieteicamais tilpums: 2-3 ml).
Neparsniedziet ieteicamas robezvertibas un nemiet véra pacienta individualo panesamibu. Var rasties
§adas blakusparadibas: potenciali piesarnotu sekrétu uzkrasanas, diskomforts, slikta dtsa un
ristiSanas, parmérigs sekrétu daudzums.

« Pirms atstik§anas kanala skaloSanas gadajiet, lai aproce buitu pietickami piepusta.

» Pe&c atsiikSanas kanala skaloSanas nekavgjoties izlejiet fiziologisko $kidumu.

« Ja atstikSanas kanals netiek iztirits, caurulite ir janomaina.

8.8. Tehnologija Above Cuff Vocalisation
Uzmanibu!
« ACV irjaiespgjo profesionalam personalam.

Tehnologija ACV tiek izmantota, lai pacientam nodrosinatu fonacijas iesp&jas. Tapec ta ir japielago

pacienta individualajam vajadzibam un sp&jam. Lai lietoSanas laika nodro$inatu sadarbibu un labus
rezultatus, ir svarigi, lai pacients tiktu instruéts un iesaistits katra ACV darbibas posma.
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Pirms ACV lietosanas parbaudiet, vai pacientam ir traheostomijas caurulite ar pastavigi pieplstu
aproci un vai pacients nepanes aproces iztuk§osanu. Vajadzibas gadijuma gaisu pirms ieptiSanas
caur subglotiskas atstik§anas liniju var mitrinat, tadéjadi noveérSot balsenes glotadas izztisanu.

1. Izskaidrojiet pacientam planoto procediiru. Noradiet iespgjamas blakusparadibas un atbildiet uz
pacienta jautagjumiem.

2. Parbaudiet, vai nav nosprostoti aug§gjie elpceli.

3. Iztiriet subglotisko telpu no sekrétiem, veicot subglotisko atstikSanu.

4. Parbaudiet, vai atsiikSanas kanals nav nosprostots.

5. Pievienojiet regul&jamo gaisa vai skabekla padevi ar pirkstgala savienotaju, kas pievienots
subglotiskas atstikSanas linijas sieviSkajam Luera savienotajam. Ka alternativu pastavigas gaisa
plasmas partrauk$anai var izmantot citas ierices (piem., Y veida savienotaju).

6. Leénam iepitiet gaisu pacienta augs€jos elpcelos, sakot ar 1 I/min un lénam palielinot pliismas atrumu lidz
3-6 1/min atkarTba no pacienta vajadzibam. Lai noverstu balsenes glotadas izzuSanu, plismas atrums
nedrikst parsniegt 12 I/min. Lai ierobeZotu gaisa plusmas laiku, izmantojiet pirkstgala savienotaju. Sis laiks
japielago pacienta izelpas ritmam. Pielagojiet gaisa plismu un laiku atbilstosi pacienta komforta zonai.

7. Uzraugiet pacienta reakciju un péc vajadzibas koriggjiet parametrus (plismu un gaisa plismas laiku).
8. Kad procediira ir pabeigta, partrauciet gaisa plismu un atvienojiet iekartu no subglotiskas
atstik8anas Iinijas savienotaja un atkal uzlieciet vacinu.

Uzmanibu!

« QGaisa plisma caur augsgjiem elpceliem var kairinat pacientu vai izraisit pastiprinatu sekréciju,
kleposanu, sliktu daisu vai ristisanos.

« Ja balss skan rupji, atkartojiet subglotisko atstik§anu, lai atbrivotu elpcelus.

* Vienas ACV sesijas ilgumu pielagojiet pacienta sp&jam/izturibai.

« Lai noverstu balsenes glotadas izzusanu, ACV sesijam jabut Tsam.

< Pacienti ar traheostomu ir regulari jauzrauga mediciniski apmacitam personalam.

8.9. Aproces iztukiosana

Pirms aproces iztukSoSanas nodrosiniet, lai apaksgjos elpcelos ieklatu iespgjami mazak sekrétu,
pieméram, veicot subglotisko atstik§anu un/vai atsik$anu pa cauruliti. Lai iztukSotu aproci, piestipriniet
slirci (ar iestumtu virzuli) pilotbalona pretvarsta sieviskajam Luera savienotajam. Pavelciet virzuli
atpakal, 1idz no aproces tiek izvadits gaiss. Nevelciet talak, pieméram, lai raditu vakuumu.
Pirms traheostomijas caurulites iznemsanas aprocei jabit iztukSotai (tuksai).

Uzmanibu!
« IztukSojot gaisu no aproces, pievérsiet uzmanibu izvadita gaisa daudzumam. Tas kalpo ka
atskaites punkts sistémas integritatei, aproci vélak uzpildot.

8.10. lekséjas kanulas nomaina
Ja ieksgja kanula uzkrajas viskozs sekréts, ko nevar atsiikt un kas tadgjadi kaveé gaisa plismu,
aizstajiet ieks€jo kanulu ar jaunu vai iztiritu iek$ejo kanulu.

1. Atbrivojiet ieks&jo kanulu, pagriezot sledz&jgredzenu pretgji pulkstenraditaju kustibas virzienam
(sk. 3. att€lu), un nonemiet to.

2. Ja izstradajums ir bojats, turpmak neizmantojiet ick3ejo kanulu, neizmetiet ieksgjo kanulu un
ieverojiet noradijumus, kas sniegti nodala ,,AtgrieSana un stidzibas”.

3. Tiklidz argja kanula ir ievietota jauna iek$€ja kanula, nostipriniet to vieta, pagriezot
sledzgjgredzenu pulkstenraditaju kustibas virziena, 1idz tas ir nofikséts sava vieta (sk. 3. attelu).

Uzmanibu! Ievadot ieksgjo kanulu, nodrosiniet, lai aproces iepisanas linija neatrastos starp iek$gjo
un argjo kanulu, jo pret€ja gadijuma ta var iespriist un tikt sabojata.

8.11. Caurulites iznemsana

Caurulites aizstaSanas gadijuma sagatavojiet rezerves cauruliti, ka aprakstits nodala ,,Caurulites sagatavoSana”.
Pirms caurulites iznemsanas sagatavojiet pacientu, ka aprakstits nodala ,,Pacienta sagatavoSana”.
1. Iztuksojiet aproci (sk. nodalu ,,Aproces iztukSosana”).

2. Nostipriniet kakla atloku, vienlaikus atbrivojot kakla siksninu.

3. Stingri turiet kakla atloku un uzmanigi izvelciet traheostomijas cauruliti no stomas.

Vajadzibas gadijuma var bt noderiga sekrétu atstikSana caur cauruliti, lai novérstu to iekliSanu
apaksgjos elpcelos.

4. Péc iznemsanas caurulite iesp&jami atrak jaiztira, lai novérstu skidrumu sacietesanu.

5. Ja izstradajums ir bojats, turpmak neizmantojiet cauruliti, neizmetiet cauruliti un ieverojiet
noradijumus, kas sniegti nodala ,,Atgrieana un stidzibas”.

Caurulites nomainas gadijuma p&c caurulites iznemsanas ievérojiet noradijumus, kas aprakstiti nodalas
,.Caurulites ievietoSana”, ,,PEc caurulites ievietoSanas”, ,,Aproces piepuisana” un ,,Ar¢jo iekartu
pieslégsana/atvienosana”.

9. Kopsana un tirisana

Uzmanibu!

 lerici nedrikst lietot ilgak par 29 dienam kops sterila iepakojuma pirmreizgjas atvérsanas.

«  Sis maksimalais lieto3anas laiks ietver gan ar pacientu saistitu, gan ar pacientu nesaistitu ierices
lietoSanu (piem., tirisanu).

« Higiénas apsvérumu dél un lai izvairitos no sajauk$anas, péc tam atkal saliekot cauruliti,
kopa jatira tikai viena argja kanula kopa ar attiecigo ieks€jo kanulu.

« Pirms atkartotas ievietoSanas japarbauda izstradajuma integritate un darbiba.

Traheostomijas caurulites un obturatora tiri§anas mérkis ir nonemt jebkadus kermena skidrumus
vai saciet&jumus, kas var traucét to klinisko lieto$anu.

P&c tiriSanas turiet argjo kanulu pie kakla atloka, ick§gjo kanulu — pie 15 mm savienotaja,
bet obturatoru — pie roktura.

Talak sniegtie noradfjumi par manualo tiriSanu attiecas uz visiem Tracoe Twist Plus modeliem un
izmériem.

1. Atvienojiet ieks€jo kanulu no argjas kanulas.

2. Lai iztiritu cauruliti (iek$€jo un ar&jo kanulu) un obturatoru, skalojiet ierices atseviski remdena
(ne siltaka par 40 °C/104 °F) dzeramaja tideni, lidz tas ir redzami tiras un bez sacietgjumiem.

3. Tpasa uzmaniba ir japievers tam, lai caurulite tiktu riipigi izskalota no iekSpuses, un vajadzibas
gadijuma — arT subglotiskas atstikSanas ierice.

4. Atliku$o netirumu nonemsanai var izmantot Tracoe piedavatas birstes vai vates kocinus, sk.
sadalu ,,Papildu izstradajumi”.

5. Var izmantot arT Tracoe tiriSanas lidzeklus (sk. sadalu ,,Papildu izstradajumi”) atbilstosi to
lietoSanas instrukcijam.

6. P&c tirisanas skalojiet cauruliti ar dzeramo vai destilétu Gideni.

7. Ja p&c skalosanas caurulite nav vizuali tira:

« atkartojiet skalosanu, 11dz ta ir vizuali tira, vai

« atkartojiet tiriSanu, izmantojot Tracoe tiriSanas lidzeklus, vai

« drosa veida atbrivojieties no traheostomijas caurulites.

Tracoe Medical GmbH
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8. Visas caurulites un obturatora dalas japarbauda pietickama apgaismojuma, lai parliecinatos,
ka uz iericém nav netirumu vai sacietgjumu.

9. P&c tirfSanas novietojiet cauruliti un obturatoru uz tira, sausa bezpliksnu dviela un izzavgjiet
gaisa telpa, kura nav gaisa piesarnotaju.

10. Ieksgja kanula, argja kanula un obturators tiek uzskatiti par sausiem, ja uz tiem nav vizualu
adens atlikuma pazimju. Parliecinieties, ka aproce iekSpus¢ ir sausa.

11. Visbeidzot — ir javeic vizuala un funkcionalitates parbaude, lai parliecinatos, ka caurulite un
obturators nav bojati (sk. arT nodalu ,,Caurulites sagatavoSana”).

Uzmanibu!

* Traheostomijas caurulite (iek$gja un argja kanula) un obturators p&c iznemsanas no stomas ir
nekavgjoties janotira, lai noverstu netirumu un piesarnotaju sakalSanu.

» TiriSanas laika jarikojas uzmanigi, lai nesabojatu aproci vai ieptisanas Iiniju.

+ legremdgjot cauruliti ar aproci tiriSanas reagenta $kiduma, ieteicams $kiduma neiemérkt
pilotbalonu.

» TirTSanas biezumu nosaka arsts, tacu tas nedrikst parsniegt atlauto biezumu.

» Traheostomijas cauruliti ieteicams tirTt ik dienu. Maksimalais pielaujamais tiriSanas ciklu skaits
29 dienu laika ir 29 argjas kanulas tiriSanai un 35 ieksgjas kanulas tiriSanai, pret&ja gadijuma var
tikt traucéta biosaderiba un materiala stabilitate.

 Caurulites nedrikst tirit, izmantojot Iidzeklus vai procediras, kas nav noraditas $aja instrukcija.
» Traheostomijas caurulite ir paredzéta lietoSanai vienam pacientam. Tapéc ta ir jaatgrieZ tam
pasam pacientam.

« Jaierice netiek pareizi iztirita, caurulite var tikt sabojata, nosprostojumu dé| var tikt palielinata
gaisa pretestiba vai rasties trahejas stomas kairinajums/iekaisums.

» Taka pat veseliem cilvékiem augsgjos elpcelos vienmer ir mikroorganismi, més neiesakam
lietot dezinfekceijas lidzeklus.

10. Glabasana

a) Glabajiet Tracoe izstradajumus to originalaja iepakojuma saskana ar nosacTjumiem, kas noraditi
uz iepakojuma. Nekarsgjiet izstradajumus Iidz temperatiirai, kas parsniedz 60 °C.

b) Notiritas traheostomijas caurulites glabajiet tira, nosegta tvertng, kas atrodas tira un sausa vieta,
drosa attaluma no saules gaismas. lesp&jami driz atkartoti ievietojiet traheostomijas cauruliti.
Nepareizu glabasanas apstaklu dél caurulites var tikt sabojatas vai kliit netiras. Neglabajiet iztiritas
ierices ilgak par 29 dienam kops to pirmas lietosanas reizes.

11. lepakojums

Izstradajums tiek piegadats sterils (steriliz&ts ar etilénoksidu), tapéc to drikst lietot sterilos
apstaklos. Tracoe traheostomijas caurulitém parastas lieto§anas vai tiriSanas laika nav vajadziga
sterila vide.

12. Atbrivosanas

No izlietotajiem izstradajumiem jaatbrivojas saskana ar valsts normativajiem aktiem, atkritumu
apsaimniekoSanas planiem vai kliniskajam procediram, kas reglamenté biologiski bistamo
atkritumu materialu apsaimniekosanu, pieméram, tiesi izmetot pret plisumiem un mitrumu izturiga
drosa maisa vai tvertng, kas tiek parsitits uz vietgjo atkritumu likvidésanas sistému, kura paredzéta
piesarnotiem mediciniskajiem izstradajumiem.

Lai sanemtu papildu ieteikumus, sazinieties ar higi€nas specialistu veselibas apriipes iestades vai
skatiet viet€jos atkritumu apsaimniekoSanas noteikumus, ja ierice tiek lietota majas apstaklos.

13. AtgrieSana un sudzibas

Ja jums ir stidzibas par $o ierici, sazinai izmantojiet e-pasta adresi complaint.se@atosmedical.com.
Ja 8T ierice ir iesaistita negadijuma, par kuru jazino atbilstosi viet&jos mediciniskas ierices reglamentgjosos
tiestbu aktos noteiktajam, sazinieties ar ar attiecigo reglamentgjoso iestadi lietoSanas valsti.

14. Papildu izstradajumi

14.1. leteicamie izstradajumi

» Tracoe Twist Plus rezerves ick3gjas kanulas

« Slirces ar standarta virisko Luera savienotaju

* Aproces spiediena monitori HVLP aprocém ar standarta virisko Luera savienotaju

* Tracoe Smart Cuff Manager

« Sterils tdenT $kistoss lubricgjoss gels lietoSanai traheostomijas procediiras

» Kakla siksninas

» Traheostomijas/endotrahealo cauruliSu atvienoSanas kili ar 15 mm savienotdjiem
Mitrummaini (HME) ar standarta virisko 15 mm savienotaju

14 2. Neobligatie izstradajumi
Runasanas varsti un okliizijas vacini ar standarta virisko 15 mm savienotaju

» Tirisanas lidzekli, ko nodrosina uznémums Tracoe

» TirTSanas piederumi (piem., vates kocini, birstes, caurulites), ko nodrosina uznémums Tracoe

» Tracoe dusas aizsargs

+ Parsgji un kompreses

o Tekstilizstradajumi aizsardzibai (piem., kriauti, Salles, kaklauti)

15. Visparigie noteikumi un nosacijumi

Visu Tracoe izstradajumu pardo$ana, piegade un atgrieSana notiek tikai un vienigi saskana ar speka
esoSajiem visparigajiem noteikumiem un nosacijumiem (General Terms and Conditions — GTC),
kas ir pieejami uznémuma Tracoe Medical GmbH vai miisu timekla vietné www.tracoe.com.
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Symbols

Manufacturer; Razotajs

Country of manufacture with date of manufacture; RazoSanas valsts un razosanas datums

SN 3

Use-by date; Deriguma termins

-
o
—

Batch code; Partijas kods

Medical Device; Mediciniska ierice
Instructions for use; LietoSanas noradijumi

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

FoB

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

@) Single Patient — multiple use; Viens pacients — vairakkartgja lietosana
[sTERLE]EO] Sterilized using ethylene oxide; Sterilizéts, izmantojot etilena oksidu

Do not resterilize; Nesterilizet atkartoti

@®

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

Peel here. ..
’ @1 peel here; Plest Seit

/:/_li\ ? Keep away from sunlight and keep dry; Sargat no saules stariem un mitruma

_/ﬂ/ Storage temperature limit; Uzglabasanas temperatiiras ierobezojums

O Single sterile barrier system; Vienas sterilas barjeras sistéma

7 N Single sterile barrier system with protective packaging outside; Vienas sterilas
N /' barjeras sistéma ar argjo aizsargiepakojumu

@ Not made with phthalates (e.g. DEHP); Izgatavo$ana nav izmantoti ftalati (piem., DEHP)

Not made with Natural Rubber latex; IzgatavoSana nav izmantots dabiska
kaucuka latekss

pes. Packaging Content; Iepakojuma saturs

MR conditional; Dross MR vidé noteiktos apstaklos

@ Triman symbol and Infotri for France; Triman simbols un Infotri Francijai
Oy,
%("9 Packaging is recyclable; Iepakojums ir recikléjams
BEE by,
% %(}9 Recycling guidelines; Reciklésanas vadlinijas
Jo Fenestration; Fenestracija
N\
@ Low-pressure cuff; Zema spiediena aproce

Suction line; Atstik$anas linija

MR safe; Dross MR vidé
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