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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

Tracoe Medical GmbH
info-tracoe@atosmedical.com

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.

VI-TIENG VIET

Huéng ¢ dén st dung
Ong mé khi quan Tracoe Twist Plus

Viéc sit dung ky thuat Above Cuff Vocalization (ACV) chi dugc CE phé duyét.

Luu y: Vui long doc k huéng dan sir dung. Cc tai lidu huéng dan sir dung nay 1a mot phan ciia
san pham dugc mo6 ta va phdi ludn duoc cung cap. Vi su an toan cia chinh ban cling nhu ctia bg¢nh
nhan, vui 10ng tuan thu cac thong tin vé an toan sau day.

Ban c6 thé tim thay hinh minh hoa dugc nhéc dén trong tai li¢u trén cac trang minh hoa ¢ phan dau
clia cac huéng dan nay Céc con sb biéu thi thanh phan cia san pham va tham chiéu dén cac hinh
minh hoa tuong Gmg cua san pham. Céc ky hiéu va biéu tugng ding trén san pham dugc giai thich
trong phan “Mb ta chung” va “M® ta chirc nang”.

1. Muc dich si dung va chi dinh st dung
Céc bng mo khi quan Tracoe Twist Plus dugc chi dinh dé cung cAp kha nang tiép can khi quan gitp
xtr tri dudng thé. San phim nay ding dugc i da 29 ngay.

Lgi ich lam sang: Ong mé khi quan Tracoe Twist Plus gitp tiép can dudng hd hép dudi qua khi quan.
Cac mau c6 bong chén, khi duoc bom cang, o thé dung dé bit kin duong tho (vi du nhu khi thé may).
Ong Tracoe Twist Plus 1a 6 dng co hai nong. Ong thong bén trong c6 thé thdo ra hogc thay thé duogc,
ching han nhu dé 1am sach dich tiét hodc vat gay tic nghén, trong khi 6 ong thong bén ngoai van giir
nguyen tai chd. Do do, co thé khai thong duong tho bang cach thay doi ong thong bén trong.
Cac ong c6 kénh hut dudi thanh mon cho phép loai bo cac dich tiét con sot lai phia trén bong chén
dugc bom khi. o i .

Mau ¢6 10 thong khi cho phép mot phan ludng khong khi di t6i duong h6 hap trén. Néu phuong phé}g
diéu tri khong yeu cau hodc khong cho phép (vi du nhu thé may) sir dung 6 dng mo khi quan c6 16
thong khi, thi c6 thé dong 16 thong khi bang cach dua 6 ong thong bén trong khong ¢6 16 thong khi vao.
Pau ndi 15 mm 1a mot thanh phén tiéu chuén c6 thé ndi véi cac thiét bi xir tri dudng thd khac
(vi du: may tho, may hd tr¢ ho, may phun suong, v.v.).

So véi vige str dung 0 ong noi khi quan thi khi str dung Sng mo khi qudn, khoang chét giai phau dugc glam
di va it cin ding thudc an than hon. Co thé ngan ngira nguy co bién chimg lau dai lién quan dén viéc dat
ndi khi quan kéo dai (vi du nhu t6n thwong day thanh quén, hinh thinh mé hat & ving thanh quan, v.v.)
khi str dung 6 ong mo khi quan.

Quén thé bénh nhén: San phim nay danh cho ngudi 16n va thanh thiéu nién (>12 dén 21 tudi).

Sir dung 1am sang: San phém nay danh cho bénh nhéan tho may va tu tho tai bénh vién, trén xe ciru
thuong (EMS), co sé cham soc mé rong, phong kham ngoai tri hoac cham soc tai nha.

DI twong st dung: Nhan vién y té da qua dao tao vé chdm séc bénh nhan dung éng mo khi quan
hodc nhiing ca nhan dugc cac chuyén gia dao tao c6 thé sir dung san pham nay.

Chi dinh sir dung: Ong m& khi quén duogc chi dinh cho nhiing bénh nhan cin tiép can dudng hd
hap dudi thong qua duong mo khi quan dé bao vé duong tho. Ong mé khi quan Tracoe Twist Plus
la ong c6 hai nong. Trong mro‘ng hop 6ng thong bén trong bi dong can hodc tic nghén do dich tiét
nhot thi ¢6 thé thao hodc thay ng thong.

Ong m¢ khi quén 6 bong chen dp luc thip thé tich cao (HVLP) bit kin khi quan dé tich duong ho
hip trén v6i duong ho hip dudi. Do d6, bng mo khi quan cho phép thong khi higu qua va lam giam
luong dich tiét dudi thanh mén chay vao phéi.

Ong m¢ khi quan Tracoe Twist Plus Extract c6 kénh htt du6i thanh mon va bong chen (REF 316
va REF 888-316) chu yéu dung cho nhiing bénh nhén tiét ra nhidu dich va nhiing ngudi dugc chi
dinh can hit khoang dudi thanh mon.

Ong mo khi quan Tracoe Twist Plus Extract c6 thé diing cho k¥ thuat Above Cuff Vocalization (ACV).

Atos
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Thiét ké 16 thong khi kép cua cac mau Tracoe Twist Plus (REF 312, REF 314, REF 888-316) cho
phép mot phan luong khong khi hudng téi duong ho hap trén.

Pham vi va thoi han sir dung: Ong m¢ khi quan Tracoe Twist Plus danh cho mgt bénh nhén st
dung v6i thoi han su dung 1a 29 ngay. Thiét bi c6 thé duoc 1am sach va dat lai vao cing mot bénh
nhan trong khoang thoi gian nay.

Khong nén str dung thiét bi qua 29 ngay ké tlr ngdy mo ndp ngan vo trang. Khoang thoi gian str dung
toi da nay bao gom ca truong hop str dung thiét bi cho bénh nhan va doi twong khong phai la bénh nhan
(vi du: vé sinh).

Thin trong
Vige str dung ong mo khi quan trong thoi gian dai hon 29 ngay co thé din dén cac van d& v& an toan
vat liéu va kha nang tuong thich sinh hoc.

2. Méta chung
Ong mé khi quan Tracoe Twist Plus dugc lam bang vét liéu PU va cung cip dudng th nhan tao
cho duong ho hip dudi.

San phim bao gdm mét dng mo khi quén ¢6 hodc khong c6 bong chen, 2 6 ng thong bén trong c6 dAu ndi
15 mm, mot dung cy trdm bit dugce duc 16 va mot ddy deo co bang vai cuing dugc cung cap trong mot thi vo
tring. Bo chuyén doi dé sir dung voi cac thlet bi hit bén ngoai chi duoc cung cap kém cac mau hut dudi
thanh mon (REF 316, REF 888-316). Cac mau c6 16 thong khi (REF 312, REF 314, REF 888-316) ciing
¢6 mot ndp bit.

Ong m& khi quan Tracoe Twist Plus ¢6 nhiéu duong kinh va chiéu dai khac nhau. Cac miu c6 bong
chén (REF 311, REF 312, REF 316, REF 888-316) duoc cung cap kém bong chén xep hoi. Duong
kinh va chiéu dai thich hop cta ong s€ dugc bac si xac dinh.

Ong mé khi quan c6 tinh can quang do vat li¢u lam bng.

Vige str dung thiét bi cho muc dich 1am sang trong moi truong MR phuy thude vao thong 6 k§ thuat cia
san pham va dugc mo ta trong chuong “Thong tin vé mirc d6 an toan trong mdi truong chup cong
hudng tir (MRI)”.

Ong mo khi quan 6 thé dung ket hop véi cac thlet bi y té dugc phép str dung trong tho may xam
lan qua khi quan va dugc ket nbi thong qua, dau ndi 15 mm tiéu chuén. ‘Ong m¢ khi quan c6 kénh
hat dudi thanh mén co thé dang véi cac thiét bi y t& dugc chap thuan dé hit dudi thanh mon.

Sdn pham nay di kem mot the thong tin, bao gom hai nhan c6 thé théo roi, gh1 day du thong tin chi
tiét vé san pham. Nhimg nhan nay s& glup sap xép lai thiét bi d& dang hon va sir dung an toan trong
méi truong MR. Nhén c6 thé duge gan vio ho so bénh an.

Hinh anh 1 thé hién miu éng mé khi quan phirc tap nht.

1 ong 7 kénh hat

2 Bong chén HVLP 7a dau ndi Luer dm

2a duong bom khi 7b duong huat

2b bong din c6 van kiém tra 9 dng thong bén trong c6 15 thong khi

3 du ndi 15 mm tidu chuin 9a dng thong bén trong khong c6 16 thong khi
4 khoa him 10 nép bit

5 tam ¢ dinh dng trén cd 11 bd chuyén dbi

6 dung cu tram bit 12 day deo ¢

1) Ong mé khi quén:

. Tat cd cdc ong déu cong va thon dan vé& phia dau xa va c6 dau tron & dau xa (bén trong bénh nhan).
« Tétcacac ong dugc lam bang vét liéu can quang.

* REF 311: Ong ¢ bong chén

« REF312: Ong ¢6 bong chén va c6 16 thong khi

* REF 313: Ong khong ¢6 15 thong khi

+ REF 314: Ong ¢6 16 thong khi

+ REF 316: Ong co bong chen, c6 kénh hat dudi thanh mén

+ REF 888-316: Ong c6 bong chén, ¢6 15 thong khi va c6 kénh hit dudi thanh mén

(2) Béng chén ap luc thap thé tich cao (HVLP):

* Bongchén HVLP (2) ndm & dau xa ctia ong mo khi quan va ndi trye tlcp vao duong bom khi (2a).
. Dau gén ctia dudng bom khi bao gdm mot bong dén (2b), c6 van kiém tra tyr bit kin tich hop va
d4u néi Luer am.

* Bong chén HVLP chi dugc bom céng bang khong khi.

+ Boéng dan (2b) hién thi duong kinh bong chén (CD) va kich thudc, néu can.

5) T:flm ct’i dinh dng trén cf)

« Tamch dmh ng trén c6 (5) 6 hinh dang cong.

Do c6 kha nang xoay kép nén tam c6 dinh dng c6 thé di chuyén theo ca chiéu ngang va chiéu doc.
* Masan pham (REF ), kich thudc lam sang (s1ze) duong kinh trong (ID), dudng kinh ng0a1 (OD)
chiéu dai (TL) ctia dng va ky higu an toan trong méi truong MR déu dugc ghi ¢ tim cb dinh 6ng trén .

(6) Dung cu tram bit:

* Dung cy trdm bit dlmc duc 16 (6) ¢6 dAu hinh nén tron, nhin & dau xa. Dung cu trdm bit dugc
ding dé dt lai 5ng mo khi quan vao khi quan.

+ Do ¢6 15 nén dung cu tram bit c6 thé ding v6i ky thudt Seldinger.

(7-7b) Kénh hut dwéi thanh mén:

+ Ong mé khi quin Tracoe Twist Plus Extract (REF 316, REF 888-316) bao gom mot kénh hat dudi
thanh mén (7) ¢ bén ngoai dng mo khi quan L4 hat dugce dat ¢ vi tri thap nhét c6 thé phla trén bong chen.
+ Péu gin ciia kénh hut bao gom mot cong diu ndi Luer 4 am tiéu chuén (7a) dé ndi véi thiét bi phu
kién bén ngoai dugc dung dé hat dudi thanh mon hodc dé cap khong khl/oxy cho ACV. Béi voi
vigc hut duéi thanh mén, c6 thé sir dung thém bo chuyen dbi (11) dé két ndi.

(6 thé dong cong hiit dudi thanh mén (7a) bang nap di kém.

(9-9a) Ong thong bén trong:

+ Ong mo khi quan Tracoe Twist Plus dugc cung cép kém 2 éng thong bén trong, mot trong hai
ong do duoc gin san vao ong thong bén ngoai.

. M01 6ng thong bén trong ¢6 dau ndi 15 mm v6i mot khoa ham (4). Khéa ham mau xanh lam biéu
thi dng thong bén trong co 15 thong khi (9) va khéa him mau tring biéu thi dng thong bén trong
khong c6 15 thong khi (9a).

+ REF 311, REF 313 va REF 316 chira 2 6ng thong bén trong khong ¢6 16 thong khi.

* REF 312 REF 314 va REF 888-316 chira 1 dng thong bén trong co 15 thong khi va 1 éng thong
bén trong khong c6 16 thong khi.

+ Péu ndi 15 mm tiéu chuan (3) duoc gan CO dinh vao ong thong bén trong va dung dé n01 ong
mé khi quan vai cac thiét bi bén ngoai bang dau ndi am 15 mm tiéu chuan, ching han nhu ndi véi
may tho co khi, HME, van noi.

Tracoe Medical GmbH
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cal.con

(12) Day deo co

« Day deo ¢b (12) 1a mot dai vai dém mém quin quanh, cb bénh nhan.

e Cac dau cua day deo bao gom bang gal dinh dugc ludn qua céc 15 ciia tm ¢ dinh dng trén b
dé co dinh 0 Sng mé khi quan vao ding vi tri.

« Tén suét thay day 1a theo quyét dinh ctia bac si hodc chuyén gia chim soc sirc khoe.

Sén pham bd sung:
+ Phén “San phim b sung” liét ké cac san phim c6 thé dung két hop voi dng mé khi quan Tracoe
Twist Plus.

3. Théng tin vé mic dd an toan trong méi truéng chup céng huéng tir (MRI)

REF 313 va REF 314

Ong mé khi quan Tracoe Twist Plus REF 313 va REF 314 “An toan trong mdi truong MR™.
REF 311, REF 312, REF 316 va REF 888-316

Céc thu nghiém phi lam sang da chimg minh dng mo khi quan Tracoe Twist Plus REF 311, REF 312,
REF 316 va REF 888-316 la “An toan trong méi truong MR véi diéu kién nhat dinh”. Bénh nhan
ding thiét bi nay c6 thé dugc quét an toan trong hé théng MR néu dap (g cac diéu kién sau:

e Tu truong tinh 1,5 Tesla (T) hogc 3,0 T.

 Truong phan ph01 theo vi tri gradient t6i da 1a 1900 gauss/cm (19 T/m).

+ Hé thng MR t6i da bao cdoty 1¢ hap thu riéng (SAR) trung binh toan than 1a 2 W/kg (ché do hoat
dong binh thuong) va ty 1¢ hap thu riéng (SAR) toan dau ti da 1a 3,2 W/kg.

+ Chi c6 cuon day than truyen dong Vuong goc.

+ Tamcd dinh § ong trén c6 (5) phal dugce cd dinh tai chd bang day deo b (12).

 Van kiém tra cua béng chén ong mé khi quan (2b) phai duge ¢b dinh vao da bing bang y té,
tranh xa khu vye cAn chin dodn MR.

Trong thir nghiém phi lam sang, hién twong nhiéu anh do van kiém tra gy ra s& kéo dai (theo hudng
xuyén tAm) 1én t&i 107 mm tinh tir van kiém tra khi chup bing chu01 xung phan h01 gradient va hé théng
MR 1,5 T va lén t6i 113 mm khi chup bang chudi xung pha.n hdi spin trong hé théng MR 3,0 T. Do do,
nén dan van kiém tra vao da bénh nhan, tranh xa viing can diéu tri.

Cénh bio:

Khi str dung trong chup MRI:

« Siét chat dng bing day deo c6 khong chira kim loai dé tranh trudng hop 6ng di chuyén khi &
trong moi truong MR.

* Dién chic van kiém tra bang bang y té tiéu chuén, cach xa khu vuc can diéu tri dé ngan van di
chuyen trong moi truong MR.

+ Chét lugng hinh anh MR c6 thé bi giam néu viing quan tam gin vi tri van bom hoi.

4. Ch6'ng chi dinh

Ong mé khi quan:

+ Ong md khi quan khong thé st dung két hop véi cac thlet bi phét nhi¢t, vi du nhu tia laser.
Cé nguy co xay ra hoa hoan, khi doc c6 thé hinh thanh va dng c6 thé bi hong.

« Khong nén dung cac mau khong c6 bong chén (REF 313, REF 314) cho nhitng bénh nhan co
nguy co cao hit phai nhiéu khi.

. Khong dugc bom cang bong chén HVLP khi str dung van n6i hodc nép bit va nguoc lai. Tré so sinh,
tré nho va tré em (<12 tudi).

Sir dung ACV:

+ Bénh nhan méi phéu thuat cat khi quan (dum 7-10 ngay sau phiu thudt).

Sy tic nghén & duong hd hap trén co thé e ché ludng khong khi va do d6 anh huong dén kha
ndng phat m.

«  Su téc nghén c6 thé dan dén tdng 4p luc trong khi quan va do d6 gy ra nguy co tran khi dudi da.
+ Bénh nhan bj khi thiing do phau thut hodc nhiém tring m khi quan.

« Bénh nhan bi liét day thanh & vi tri gitta mdt bén hodc hai bén.

5. Bién phap phong ngita chung

« Khi st dung san pham cung voi cac thict bi y té khac, hay lam theo hudéng dan sir dung tuong
{g. Lién hé v6i nha san xuat néu c6 thic méc hodc can dugc hd trg.

« Phai thuc hién céc bién phap phong ngtra an toan trong truong hop c6 bién chimg trong qud trinh
thye hién cac thu thuat da mo ta, dé khai théng ngay 1ap tire qua cac duong tho thay thé (Vl du nhu dat
ndi khi quan qua thanh quan, mit na thanh quan). Diéu nay dugc khuyen nghi dua trén cac huéng dan
va tidu chudn ap dung twong tmg cho bénh nhan c6 dudng thé kho, vi du: Huéng dan thuc hanh kiém
soat dudng tho kho (Hiép hoi Gay mé Hoa Ky, 2013).

+ Nongdo oxy t01 uu phai duge thiét 14p cho bénh nhan trude khi ddt o Sng thong hodc dit lai dng thong.
* Nén chuan bi sin mot ong du phong va mot s6 6ng thong bén trong & canh giudng bénh nhan.
Bao quan thiét b dur phong & noi sach s€ va kho réo.

+ Cingnén dé mot thiét bi du phong khén cép ¢ canh givdng bénh nhén dé phong trudng hop phai
thay 6ng m¢ khi quan ngoai y muon, vi du do bién chu*ng xep khi quan hoac tuong tu. Thiét bi du
phong khan cap phai nho hon mot hoac hai ¢& so vai thiét bi dang sir dung.

e Can klem tra xem san pham con nguyén ven va hoat dong ding cach khong trude khi str dung/dat
éng. Kiém tra dé dam bao 6 ong khong bi tac nghén, vit liéu bong chen khong gion hogc réch va co the
bom céng/xi hoi, khong c6 cho gAp khiic, rach hodc vét cat va co két noi on dinh gitra éng va tim cb
dinh ong trén cb. Néu san pham bi hu hong thi nén thay thé bang san pham mai.

« Trudc khi mg, phai kiém tra xem bao bi v6 tring va bao bi bén ngoai c6 bi hu hong khong.
Néu bao bi bi hu hong hodc vé tinh bj mo ra thi khong nén str dung thiét bi.

« Trong khi dat, hay st dung hogc thao 6 éng mo khi quan khong duogc dung luc qua manh.

. Khong dung lyc khong can thiét 1én 6 6ng ma khi quan khi nbi hodc ngat két n6i khoi cac thiét b
bén ngoai. Dleu nay ¢6 thé lam hong 6 ong m¢ khi quan va/hodc dich chuyen/thao ong thong.

* Luon gitr Sng mo khi quan & chan dau ndi 15 mm khi nbi hodc ngit két ndi khoi céc thiét bi bén ngoai.
* Nén klem tra vi tri cua 10 thong khi thong qua ndi soi

. Ap suat bong cheén c6 thé thay d6i néu str dung khi nito oxit (khi gay cuoi) lam thude gay mé.
Tt cd cac bo phan ctia hé thong bom bong chén pha1 khong bi cang hodc xoén trong qua trinh
do 4p sut bong chen, néu khong, ap ké c6 thé hién thi gi4 tri 4p suat khong chinh xac.

* Dam bao ring tAt ca cac vat dung dugc phép su dung (Vl du: may do ap suét cAm tay) dé bom
bong chén déu sach (khdng c6 bui, cac hat nhin thay dugc va chat gay 6 nhlem) Moi su tac nghén
trong h¢ théng nap khi bong chén déu c6 thé khién bong chén bi xep, 1am giam hiéu qua thong khi
hogc kha nang bao vé khoi tinh trang hit phai.

« Dé tranh lam hong bong cheén va glup dua bong chen vao dé dang hon, hay luon dém bao xa xep
bong cheén hoan toan trude khi dua vao va hu‘(mg vé phia tam ¢b dinh bng trén cb.

+ Khi gén dong hé do ap, sudt va/hodic dng nbi vao duong 6 ong nap khi cia bong chén duge bom
khi, s& ludn c6 su bu dp suét gilta bong cheén va thiét bi dugc két noi. Dleu nay sé dan den tinh trang
mét 4p suét nhe & bong cheén. Neu cin, hay didu chinh lai 4 ap suét cho dén khi dat mtrc tbi ru.
 Nuéc bén trong bong chen: Tét ca cac bong chén HVLP déu ¢6 kha nang tl thim hoi nudc ¢ mot mue
d6 nhat dinh. Do d6, hoi nu6e ngung tu c6 the tich tu bén trong bong chen. Néu luong nude 16n vo tinh
di vio duong bom khi thi c6 thé khién viéc do 4p suét bong chén, dleu chinh ap suat bong chén va xa
xep bong chen khong dung cach. Trong truong hop nay, phai thay ong mo khi quan.
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 Khi thay dng thong bén trong, hdy lu6n dim bao ring dudng bom khi ctia bong chen khong nam
gitra Ong thong bén trong va 6ng thong bén ngoai vi n6 co the bi ket va hong.

« Trong qua trinh thong khi co hoc va thay doi thuong xuyén vi tri cua bénh nhan hodc thao tac
doi véi ong, 6ng th(")ng bén trong c6 thé bi tach khoi ong thong bén ngoai. Do d6, hay thuong xuyén
kiém tra két nbi cua ong thong bén trong.

« Trong qua trinh hut dudi thanh mén, dam bao 4p suat am khong qua muc va khong duoc tac
dung trong thoi gian dai dé tranh lam kho vung dudi thanh mon. Nén hut ngat quang. Vi¢c dong
nap cong duong hit sau khi hit c6 thé 1am giam hién twong kho. Duong hut c6 thé bi tic do dich
tiet tich ty va/hodc dich tiét kho bén trong dudng hat hodc trong qua trinh hat qua nhicu dich. Néu
duong hit bi téc, hay lam theo hudéng dan trong chu‘ong ‘Huat dudi thanh mon”

*  Néu khong duge bao quan trong diéu kién phu hop, san pham hoac 16p bio vé vo trung ¢6 thé bi hu hong.
+ Cac tham sb quan trong cin dugc cic chuyén gia theo doi thudong xuyén.

6. Canh bao ) )

¢ Khong st dung san pham nay néu bao bi vo tring hodc bao bi bén ngoai bi hu hong/bi rach,
vi du nhu ¢6 mép ha, ¢6 16 trén bao bi, v.v.

+ Khong duoc phép tai ché (bao gom ca vo trung lai) vi dleu nay c6 thé anh huong dén vat lidu va
chtrc nang cua san pham San pham chi dugc sir dung mot lan.

* Khong dugc phep sira dbi san pham Tracoe. Tracoe s& khong chiu trach nhiém déi voi cac san
phim da dugc stra d01

* Trong qué trinh ddt dng m khi quan ban dau, phai dimg ngay vigc thong khi qua duong ho hép trén khi bong
chén ciia dng mé khi quan da dua vao dugc bom khi. Diéu nay lam glam nguy co chan thuorng do ap suét.

+ Dam bao bong chen khong bi thung boi dung cu hodc cac g(r sun khi quan sac nhon.

e Chistr dung gel boi tron hoa tan trong nude cho 6 ong mo khi quan, vi gel goc diu c6 thé lam hong éng.
* Dambdo 0 ong khéng bi tic khi tra ' gel boi tron vao dau dung cu tram bit.

«+ Kiém tra vi tri va chirc nang cua dng sau khi dua vao. Dat khong ding cach c6 thé din dén ton
thuong vinh vién niém mac khi quan hogc chdy mau nhe.

« Khong di chuyen hodc dich chuyén 6 ong khi da vao ding vi tri vi diéu nay c6 thé 1am hong 15
thong khi/khi quan hogc din dén tinh trang thong khi khong du.

+ Khéng xoay dau ndi 15 mm vi diéu nay co thé khién ng thong bén trong quay vao bén trong
ong thong bén ngoai. Tinh trang nay c6 thé lam gian doan nguon cap khong khi hodc lam l¢ch ong
ma khi quan. Str dung khoa ham dé noi long va khoa lai 6 éng thong bén trong.

« Tuyét dbi khong str dung 6ng thong bén trong co lo thong khi dé thong khi.

D¢ tranh 1am hong vét ligu bong chen, khong nén dé bong chén tiép xuc véi thube gay té tai chd
¢6 chira khi dung hodc bat ky loai thubc mé nao, vi du nhu dexpanthenol.

. Ap luc bong chén qua mirc va kéo dai trén 30 cm H,O (= 22 mm Hg) ¢6 nguy co gdy ton thuong
vinh Vlen cho khi quan.

+ Chican bom khong khi vao bong chén. Khong d6 chét 1ong vao bong chén vi diéu nay c6 thé
Kkhién 4p sut trong bong chén tang 1én trén 30 cm H,O.

« Luong khong du (dudi 20 cm H0) trong bong chen c6 thé khlen xdy ra tinh trang thong khi
khong du va/hodc tang nguy co hit phai, c6 thé dan dén truong hop x4u nhat 1a VAP (viém phéi lién
quan dén may tho) hodc viem phéi do hit phai.

« Khi thay d01 tur thé cua bénh nhan nim trén giudng, hay dam bao ring bénh nhan khong nam trén
bong dan vi diéu nay c6 thé 1am tang 4p suét bong cheén va c6 kha nang gy ton thu(mg khi quan.

+ D¢ tranh lam hong 15 thong khi hogc 1am ton thuong khi qudn, hdy dim bao xa xep (rong) bong
cheén trudce khi dua 6ng vao hoac rat ong ra. Néu khong thé xa xep bong chen, hay dung kéo cat duong
bom khi va xa hét khong khi ra ngoai. Trong truong hop nay, san pham bj 16i va phai dugc thay thé.
« Trong qua trinh di chuyén bang may bay, 4p sudt bong chén c6 thé thay déi. Do d6, hiy dam bio
kiém sodt 4p sudt bong chén thuong xuyén.

« Trudce khi xa xep bong chén, hdy dam bao duong ho hap trén clia bénh nhan khong bi tic nghén.
Néu c6 thé, hay lam sach moi dich tiét trong duong ho hép trén bang cach hut ’hogc bénh nhan ho ra.
* DPam bao str dung ding dau n01 Luer dé bom khi vao bong chén (trong sudt) va hit (mau tring).
* Ddm bdo st dung dung déu nbi Luer (mau trang) cho ACV.

« Dambao 6 dng mo khi quan khong 6 vit cdn nao c6 thé lam giam huru lugng khi dua vao. Nén hat
dich tlet thuong xuyen bén trong ong tuy theo nhu cau cia tung bénh nhan (V1 du: luong dich tiét).

« Tiét dich nhot qua mirc ¢ thé khién Iéch éng mo khi quan. Dam bao dit ong dung vi tri bang cach
kiém tra thlrong xuyén vi tri ong va giam nguy co léch ong bang cach hut dich tiét dudi thanh mén.
e Chisu dung ong thong hut dé hut sach dich tiét tir duong ho hap cua bénh nhan va dng mo khi quan.
Cac dung cu co thé ket trong ong va han che vi¢c thong khi.

* Kiém tra thuong xuyen dé dam bao tit ca cac két ndi da chéc chén va tranh vo tinh ngit két nbi
Sng khoi thlet bi bén ngoai cung nhu dam bao thong khi hiéu qua.

«  Giir ddu néi 15 mm sach va kho.

. Khong dung céc cong cu khong duoc phép @& ngit két ni thiét bi bén ngoai khoi ddu ndi 15 mm
vi diéu nay 6 thé lam bién dang dau ndi 15 mm.

¢ Chisu dung nép bit/van ndi khi bong chen da xep hoi de tranh nguy co ngat tho.

+ Trong qua trinh dua éng vao va théo ra, bénh nhan c6 thé bi ho hodc chay mau.

7. Tac dung phu

Céc tac dung phu dién hinh ctia vige sir dung 6 éng mo khi quan bao gom chay méu, cac diém ty de,
dau, hep va kich img da (vi du do d¢ 4m), m6 hat, nhuy@n khi quan, ro khi quan thuc quan, ting tiét
dich va kho nu6t. Trong truong hop c6 tac dung phu, vui long lién h¢ ngay véi chuyén gia y te.
Khi sir dung ACYV, céc tac dung phu dlen hinh bao gdm ting tiét dich, kho chiu, khan giong, ho,
budn nén hogc khé thanh quan do phuc hdi chirc nang duong ho hép trén (lam sach/nem/nm)
Trong qué trinh thir nghiém xa xep bong chen, co thé xuat hién tinh trang ting tiét dich, kho chiu,
khan giong, ho hodc budn non.

8. Mé ta chiic nang

Thén trong:

« Nén chuan bi sdn mot ong dy phong va mot s éng thong bén trong & canh giwong bénh nhan.
Béo quan thiét bi du phong & noi sach s& va kho rdo.

« Ciingnén dé mot thiét bi dy phong khén cdp ¢ canh giudong bénh nhan dé phong truong hop phai
thay ong mo khi quan ngoai y muon, vi du do bién chu'ng, xep khi quan hodc tuong ty. Thiét bi dur
phong khan cap pha1 nho hon mdt hodc hai ¢ so vai thiét bi dang st dung

« Phai thuc hién céc bién phap phong nglra an toan trong truong hop cé bién chimg trong qua
trinh thue hién céc thu thudt da mo td, dé khai thong ngay 1ap tic qua cdc duong thé thay thé
(vi du nhu dat ndi khi quan qua thanh quan, mdt na thanh quan). Diéu nay dugc khuyén nghl dua
trén cac hudng dan va tiéu chuén ap dung twong tng cho bénh nhan ¢ dudong thd kho, vi du:
Hudng dan thue hanh kiém soat dudng thé kho (Hiép hoi Gay mé Hoa Ky, 2013).

8.1 Chuanbi 6 ong

Day 1a mot thiét bivo trung, cho phép sir dung trong moi truong vo trung.

Kich thuéc cua dng va chiéu dai phu hop s€ do béc si xac dinh.

Céc chirc nang sau day phdi dugc kiém tra ngay trude khi str dung: chirc ndng cua bong chen, tinh
hoan thién cua thiét bi. Néu thiét bi khong dat yéu ciu kiém tra ban dau, hay lap lai quy trinh voi thlet
bi méi. Khong thai bo thiét bi, ddng thoi 1am theo hudng dan trong phan “Hoan tra va khiéu nai”

1. Kiém tra bao bi vo tring dé dam bao bao bi khong bj hu héng va c6 ddy dii cac thanh phan.

2. Mo goi hang va kiém tra truc quan xem san pham c6 bi hu hong khong trude khi st dung.

3. Kiém tra xem Ong c6 bi tac nghén khong, vat li¢u khong gion hodc rach, bong chén con nguyén
ven, duong bom khi hodc duong hut khong bi gap khic, khong c6 vét rich hodc veét cat, két noi
gilta Ong va tam co dinh ong trén c6 6n dinh.
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4. Kiém tra ro i bong chén HVLP bang cach ding ap ké cim tay dé bom dén ap sudt 50 cm H,0
(=36,78 mm Hg). Quan sat bong chén da bom cang trong 1 phut dé phat hién ro ri do giam ap suat/
xep bong chén. Néu bong chén bj 1o ri, hiy ding ong tiém dé rat khong khi ra. Khong kéo xa hon
nita, vi du nhu vao chan khong

5. Kiém tra dé dam bao 6ng thong bén trong dugc géin sin co thé thdo ra va 1p lai vao ong thong
bén ngoai ma khong gap tré ngal Dé thio dng thong bén trong khdi ong thong bén ng0a1 hay thao
dung cu tram bit dugc gin sin va xoay khoa him nguogc chicu kim dong hé. Bé khoa dng thong
bén trong vao ding vi tri, hay xoay khoa ham theo chiéu kim dong hé.

6. Bam bao dung cu tram bit bén trong ong mé khi quan c6 thé dé dang di chuyén vao va ra khoi éng.
7. Dat dung cu tram bit vao bén trong ong m¢ khi quan.

8. Boi mét 16p mong gel boi tron vao phan nho ra cta dung cu tram bit va phén dudi cua dng bao
gom ca bong chen.

9. Neu phit hop, ¢6 thé gan day deo b vao canh tim c6 dinh § ong trén ¢d dé cé dinh sau khi dua 6 dng vao.
Néu sir dung déy deo b, ddy deo phai dugc deo bén dudi c6 bénh nhan trude khi tién hanh thu thuat.

8.2 Chuén bi bénh nhan
Ddm bao bénh nhan duoc cap oxy téi wu ngay trude khi dat o ong hodc dat lai 0 ong.
Dé viée dua ong vao d& dang hon, hay dat bénh nhan & tur thé ndm ngira, ngira ¢ ra sau hét mie c6 thé.

8.3 Paténg

Dung cu tram bit duge duc 13 va c6 thé dung két hop vai day Seldmger

1. Chuin bj § ong va bénh nhan nhu mo ta trong chu(mg “Chuén bi ong” va “Chuan bi b¢nh nhan”.
2. Khi dua ong (c6 dung cu tram bit bén trong) vao khi quan, hiy gitr dng & tim cb dinh éng trén
b va én chat dung cu tram bit vao dau noi 15 mm.

3. Day nhe 0 ong vé phia truée cho dén khi tm c6 dinh éng trén c6 tiép xtc voi bé mat da.

4. C6 dinh éng bang mét tay va thao ngay dung cu tram bit sau khi dua vao.

8.4 Sau khi dat 6ng

1. Kiém tra xem du‘(mg tho qua dng co bi téc nghén khong va néu can, hiy diéu chinh vi tri ctia ong
mo khi quan (vi du: st dung ong soi phe quan).

2. N01 dau ndi 15 mm cta ong thong bén trong v6i h¢ ho hap néu can thong khi.

3. Néu phu hop: Bom khong khi vao bong chen cua 6ng mé khi quan thong qua dau ndi Luer nim
& bong dan.

4. Dé tranh bng bi xé dich, hay ¢b dinh 6 ong tai cho bang day deo co

5. Nén dat mot miéng bang giita khi quan va tim cb dinh éng trén ¢b dé tranh kich img da bén dudi
tAm co dinh 6 ong trén 0.

6. Kiém tra lai ap suit bong chén dé dam bao bong chén khong bj hong trong khi dua vao.

8.5 Bom bong chén

Céch 1: Thay vi st dung 0 dng tiém tiéu chudn dé bom béng chén, ban nén st dung ap ké cim tay.
Diéu chinh 4 ap sudt bong cheén theo ting liéu phap thong khi va klem tra dinh ky. Thong thuong,
ap lyc phai nam trong khoang tir 20 cm H,O (= 15 mm Hg) dén 30 cm H,O (= 22 mm Hg).

Céch 2: Su dung Tracoe Smart Cuff Manager dé duy tri 4p suéit bong chén trong pham vi tir 20 dén
30 cm H,O thong qua dicu khién thu dong. No6i dau Luer duong ctia Tracoe Smart Cuff Manager
voi dAu Luer 4m cta van kiém tra ciia dng mé khi quan. Bom Tracoe Smart Cuff Manager bang
dng tiém tidu chuén theo huéng dan sir dung twong ting.

Thén trong:
« Khi thay d6i tur thé ciia bénh nhan ndm trén givong, hay dam bao rang bénh nhan khong nam trén
bong dan vi diéu nay c6 thé 1am ting ap suit bong chén va c6 kha ning gay ton thuong khi quan.

8.6 Két non/Ngat két néi thiét bi bén ngoai

De ket nbi véi thiét bi hodc phu ki¢n ben ngoal (vi du nhu may tho), hay gitr chat phén chan cua
dau nbi 15 mm va nhe nhang day dau n01 cua thlet bi bén ngoai cho dén khi ng gin chat vao ong
m¢ khi quan Néu c6 nghl ngo, hdy van dau ket nol nhleu 1an dé x4c nhan luc cin thiét nhim dam
bao két nbi an toan va co thé dé dang ngat ket noi thlet bi bén ngoai sau do.

Néu kho ngat két ndi, hay sir dung ném ngat ng tiéu chuan (khong dugc cung cap) dé tach 6 ong mo khi
quan khoi thiét bi hoac phuy kién bén ngoai bang cach trugt 16 mé cia ném ngdt ong giita dau ndi 15 mm
va thiét bi bén ngoai cho dén khi hai thiét bi tich roi nhau, xem chuong “San phim bo sung”.

Thén trong:
. Khong dung luc khong cén thiét 1én 6 dng mé khi quan khi ndi hodc ngat kétndi khoi cac thiét bi
bén ngoai. Piéu ndy c¢6 thé 1am hong dng md khi quan va/hodc dich chuyén/théo dng thong.

8.7 Hut duéi thanh mén

1. Bé hat khong lién tuc, hay thdo nip diu ndi Luer cia dudng hit dudi thanh mén.
2a. Co the hut thi cong béng bng tiém.

2b. C6 thé két ndi thiét bi hut chu dong bang bo chuyen dbi (xem Hinh 2).

3. Sau khi hut dudi thanh mén, hy dung nép day kin du néi Luer ciia dudng hut.

Thén trong:

« Néu kénh hit bj thc, c6 thé  thong bang cach bom khong khi/oxy (khuyén nghi 3 -6 ht/phut t6i da
12 lit/phut) hodc co thé rira bang dung dich mubi (khuyén nghij 2 — 3 ml). Khéng vuot qua gidi han
khuyen nghi va chti ¥ dén kha nang dung nap cua timg bénh nhan. Céc tac dung phu sau day 6 thé
xay ra: Tich tu dich tiét c6 kha nang bj nhidm bén, kho chiu, budn ndn va non, tiét dich qua mirc.

* Trudc khi rira kénh ht, hay dam bao bong chén da duge bom cang.

* Loai bo ngay dung dich mudi da sir dung sau khi rira sach kénh hut.

+ Néu kénh hut khong thong, can phai thay dng.

8.8 Above Cuff Vocalisation
Thén trong:
¢ ACYV phai do nhan vién chuyén nghiép thuc hién.

ACV duge ding dé cung cp kha nang phat 4m cho bénh nhan. Do dé, can phai diéu chinh theo nhu
cu va kha nang cuia wmg bénh nhan. Biéu quan trong la bénh nhan phai dugc huong dan va tham gia
vao moi budc cia ACV dé dam bao sur hop téc va dat dugc két qua tot trong qua trinh & ap dung.
Trude khi thue hién ACV, hiy dam bao rang bénh nhan dang deo éng mo khi qudn c6 bong chen
dugc bom khi lién tuc va khong chiu dugc tinh trang xa xep bong chén. Néu can, c6 thé lam am
khong khi trude khi bom qua duong hit dudi thanh mon dé ngan niém mac thanh quan bi kho.

1. Giai thich quy trinh sép thyc hién cho bénh nhan. Chi ra nhitng phan (g bét loi c6 thé xay ra va
lam 16 nhimng thic méc cua bénh nhén.

2. Kiém tra dé dam bao rang duong ho hap trén khong bi téc nghén.

3. Hut sach dich tiét & ving dudi thanh mon bang cach st dung thu thuét hat dudi thanh mén.

4. Klem tra de dam bao kénh hat khong bi tic nghgn.

5. Ket nbi ngudn cip khong khi hodc oxy co thé didu chinh thong qua du ndi diu ‘ngodn tay voi déu
ndi Luer am clia duong hit dudi thanh mon. Ngoal ra, ciing c6 thé dung cac thiét bi khac dé lam
gian doan ludng khong khi vinh vién (vidu: dau ndi hinh chir Y).

6. Bom khong khi tir tir vao duong ho hép trén cta bénh nhan, bat diu v6i tde do 1 lit/phut va tang
dan dén té¢ do lwu luong thong thudng 1a 3-6 lit/phut tity theo yéu cAu cia bénh nhan. Dé tranh
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niém mac thanh quan bj kho, luu lwong khong duge vuet qua 12 lit/phut. Str dung dau ndi dau ngon
tay dé gi6i han thoi gian cua ]uong khi. Khung thoi gian nay pha] dugc diéu chinh theo nhip tho ra
clia bénh nhan. Piéu chinh ludng khi va thoi gian trong pham vi thoai mai ciia bénh nhéan.

7. Theo doi phan tmg cua bénh nhan va diéu chinh céc thong sb (Iuu lugng va thoi gian cia ludng khi)
néu can.

8. Khi két thuc lidu trinh, hay tat ludng khi va ngét két ndi thiét bi khoi du ndi duong hut dudi
thanh mon roi day nap lai.

Thén trong:

. Luong khi di qua duong ho hap trén co thé gay kich tmg cho bénh nhan hodc c6 thé din dén tang
tiét dich, ho, budn noén hogc non.

. Neu giong noi c6 vé trim nho, hy thue hién lai quy trinh hit dui thanh mén dé khai thong duong tho.
«  Diéu chinh thoi gian cia mot phién ACV theo kha nang/suc chiu dung cua bénh nhan.

e Su dung ACV trong thoi gian ngan dé tranh 1am kho niém mac thanh quan.

« Dboi ngu nhén vién dugc dio tao vé mat y té phai thuong xuyén theo ddi bénh nhan phiu thuat
cét khi quan.

8.9 Xa xep bong chén

Trudce khi xa xep bong chén, hay dam bao ring cang it dich tlet di vao duong ho hip dudi cang tot
vidu bang"cach hat dudi thanh mon va/hodce hit qua éng. De xd xep bong chen, hay gin mot éng
tiém (da day pit-tong vao) vao dau noi Luer 4m cuia van kiém tra bong dan. Kéo pit tong vé phia
sau cho dén khi hét khong khi trong bong chen. Khong kéo xa hon nira, vi du nhu vao chan khong.
Boéng chén phai duoc xa xep (rdng) trude khi thao dng mé khi quan.

Thén trong:
« Khixakhira khoi béng chen, hay cha ¥ dén luong khi dugc xa ra. Yéu t6 nay dong vai tro tai
lidu tham khéo vé tinh toan ven cta hé thong dé bom thém béng chén.

8.10 Thayéng thong bén trong
Néu dich nhdt tich tu trong ong thong bén trong va khong hit dugc, 1am can tro ludng khong khi,
hdy thay ng thong bén trong biang mot dng mai hodc da duge 1am sach.

1. N6i Iong 6ng thong bén trong bing cach xoay khoa ham ngugc chidu kim dong hd (xem Hinh 3)
va thao ra.

2. Néu san phim bi hong, khong st dung dng thong bén trong nfra khong virt bo dng thong bén
trong va lam theo huéng dan trong chuong “Hoan trd va khiéu nai”

3. Sau khi dua 6ng thong bén trong méi vao 6ng thong bén ngoai, hay khoa ¢ dinh bang cach xoay
khoa ham theo chidu kim ddng hé cho dén khi khop vao dung vi tri (xem Hinh 3).

Thén trong: Khi dua Sng thong bén trong vao, hdy dam bao ring duong bom khi ctia bong chén khong
nam giita ong thong bén trong va 6ng thong bén ngoai, néu khong ong thong co thé bi ket va hong.

8.11 Théoéng

Trong truong hop thay 6ng, hay chuén b éng thay thé nhw mo ta trong chuong “Chuén bi éng”.
Trudc khi thao 6ng, hiy chuan bi bénh nhan nhu mé ta trong chuong “Chuén bi bénh nhan”.

1. X4 xep bong chen (xem chuong Xa xep bong chen”).

2. C6 dinh tam co dinh 6 ong trén co trong khi néi long day deo cd.

3. Giit chat tam ¢b dinh 6 ong trén ¢0 va nhe nhang kéo 0 ong mo khi quan ra khoi lo mo khi quan.
Néu cin, co thé hut dich tiét qua ong dé ngan ngua sy xdm nhap vao duong ho hap dudi.

4. Sau khi thdo ra, dng phai dugc vé sinh cang som cang tot de tranh tinh trang déng can dich tiét.
5. Néu san phim bi hong, khong str dung 6 dng nita, khong virt bo dng va 1am theo hudng din trong chuong
“Hoan tra va khiéu nai”.

Trong truong hop thay éng, hiy lam theo huéng dén duoc mo ta trong cdc chuong “Dat éng”,
“Sau khi dat 6ng”, “Bom bong chén” va “Két n6i/Ngat két noi thiét bi bén ngoai” sau khi thao ong.

9. Cham sdéc va vé sinh

Thén trong

. Khong nén sir dung thiét b qué 29 ngay ke tir ngay mé nip ngan VO trung.

« Khoang thoi gian st dung t6i da nay bao gom ca truong hop str dung thiét bi cho bénh nhan va
dbi tuong khong phai 13 bénh nhan (vi du: vé sinh).

e Vi ly do v¢ sinh va tranh nham 14n khi lap lai ng sau do, chi can vé sinh mot dng thong bén
ngoai va ong thong bén trong tuong uang cung ltc.

+ Cin kiém tra xem san phim c6 con nguyén ven va hoat dong dung céch khong trude khi dat lai éng.

Viéc v¢ sinh éng mo khi quan va dung cu tram bit nhim muc dich loai bo bat ky chét dich co thé
hodc can ban nao co thé can tro viée sir dung 1am sang.

Hay giit chat 6ng thong bén ngoai sau khi v¢ sinh & tdm cb dinh 6ng trén ¢4, 6ng thong bén trong
o dau noi 15 mm va dung cu tram bit ¢ tay cam.

Hudng dan v¢ sinh thi cong sau day a’lp dung cho tit ca cic mau va kich c& ciia Tracoe Twist Plus:
1. Néi long 6 ong thong bén trong khoi 0 ong thong bén ngoal

2. Dé lam sach ong (Ong thong bén ngoai va bén trong) va dung cuy trém bit, hay rura rleng tu‘ng thlet
bi dudi voi nude am (16i da 40 °C/104 °F) cho dén khi chung sach hoan toan va khong con can ban.
3. Can dac biét chu y rira sach bén trong ong va néu cdn, rira sach ca phan hat du6i thanh mon.

4. De loai bo cdc manh vun con s6t lai, c6 thé sir dung choi hodc tim bong do Tracoe cung cAp, xem
phan “San pham b6 sung

5. Ngoai ra, c6 thé sir dung cdc san pham vé sinh cua Tracoe (xem “San phdm b sung”)
theo hudng dan sir dung tuong tng.

6. Sau khi v¢ sinh, rtra sach ong bang nude ubng hodc nude cit.

7. Néu éng khong sach sau khi rira thi:

« rira lai cho dén khi thy sach han, hodc

< lap lai quy trinh vé sinh bang cac san phdm vé sinh Tracoe, hodc

* thai bo ong m¢ khi quan mot cach an toan.

8. Cin klem tra toan b¢ khu vyc clia ong va dung cu trdm bit trong diéu kién du anh sang dé dam
bao thiét bi khong bi nhiém bén va dong can.

9. Sau khi vé sinh xong, hay dit éng va dung cu tram bit 1én khan kho sach, khong xo va phoi kho
6 noi khong co chat gay 0 nhlem trong khong khi.

10. Ong thong bén ngoai, ong thong bén trong va dung cu tram bit dugc coi la khé khi khong nhin
thiy nudc con sot lai. Hay kiém tra xem bén trong bong chén co6 kho khong

11. Cu01 cung, cén phai kiém tra bing mit thuong va kiém tra chirc nang trude khi dat lai dé chic
chin 6ng va dung cu trdm bit khong bi hong (xem thém chuong “Chuén bj éng™).

Thén trong

. Ong mo khi quan (ong thong bén ngoal va bén trong) va dung cu tram bit phal dugc vé sinh
ngay sau khi ldy ra khoi 160 mo khi quan dé tranh 1am kho chét ban va chét gay 6 nhiém.

* Khi v¢ sinh, hay can than khong lam hong béng cheén hodc duong bom khi.

« Khi nhing ong c6 bong chén vao dung dich thudc thir 1am sach, khdng nén nhiing bong din vao
dung dich,

« Tén sut vé sinh phai do bac si chi dinh nhung khong dugc vuot qua tin suit cho phép.

Tracoe Medical GmbH
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+ Nén v¢ sinh éng mo khi quan hang ngdy. Chu ky vé sinh t6i da dugc phép trong vong 29 ngay
1a 29 doi voi éng théng bén ngoéi va 35 doi véi ong théng bén trong, néu khong kha nang tuong
thich sinh hoc va d¢ on dinh cta vét liéu c6 thé bi suy giam.

+ Khong dugc vé sinh 0 dng bang céc chat hodc quy trinh khong duoc néu trong huéng dan nay.

+ Ong mé khi quan chi ding cho mot bénh nhén. Do d6, phai dit lai 6 ong nay cho chinh bénh nhan d6.
« Viéc khong vé sinh thiét bj dang cach c6 thé 1am hong éng, tang st can khong khi do tic nghén
hogc tdng kha nang kich (mg/viém 15 khi quan.

* Viduong ho hap trén lic nao cling ¢ vi sinh vat, ngay ca ¢ nhiing ngudi khoe manh, nén ching
t6i khong khuyén khich str dung chat khur triung.

10. Bao quan

a) Bao quan san phim Tracoe trong bao bi gdc theo diing diéu kién ghi trén bao bi. Khéng dun néng
san pham & nhiét do trén 60°C.

b) Bao quan ng m¢ khi quan da dugc v¢ sinh trong hop du'ng co nap day sach sg, ¢ noi sach sg,
kho rao, tranh anh nang mat troi. Dat lai ong mo khi quan cang sém cang t6t, Diéu kién bao quan
khong dung céch c6 the 1am hong hodc nhiem bén ng. Khong bao quan thiét bi di dwgc vé sinh
qua 29 ngay ké tir lan sir dung dau tién.

11. Bao bi
San phiam dugc tiét tn‘mg‘(béng ethylen oxit) nén c6 thé st dung trong diéu kién v6 tring. Ong mo khi
quan Tracoe khong yéu cau méi truong vo trung trong qua trinh str dung hodc vé sinh thong thuong.

12. Thaibd

Céc san phim da qua st dung phal duogc thdi bo theo cdc quy dinh qubc gla chuong trinh quén ly
chét thai hogc cac quy trinh 1am sang quan Iy chat thai nguy hai sinh hoc, vi dy nhu thdi bo truc tiep
trong tai hodc thung chtra chéng rach, chong arn va an toan, sau d6 chuyén dén hé théng xtr Iy chét
thai tai dia phuong danh cho cac san pham y té bi nhiém ban.

Dé biét thém céc khuyén nghi khi sir dung tai nha, hay lién hé voi nhan vién phu trach vé sinh tai
co s0'y té hodc co quan quan ly chat thai tai dia phuong.

13. Hoan tra va khiéu nai

Neu ban mubn khiéu nai ve thidt bi, vui long lién h¢ theo dia chi complaint.se@atosmedical.com.
Neu thiét bi co lién quan dén mot su ¢b c6 thé bio céo, theo dinh nghia cua lugt danh cho thiét bi
y té tai dia phuong, hy lién hé thém véi co quan quéan 1y thich hop tai quéc gia sir dung.

14. San pham bé sung_

14.1 San pham dugc dé xuat:

. Ong thong bén trong du phong Tracoe Twist Plus

Ong tiém c6 déu noi Luer duong tiéu chuén

May theo ddi ap suat bong chén cho bong chén HVLP ¢6 dau ndi Luer duong tiéu chuan
Tracoe Smart Cuff Manager

Gel boi tron v trung tan trong nude dung trong truong hop mé khi quan

Day deo. co

Neém ngit éng cho éng mé khi quan/ong ndi khi quan c6 dau ndi 15 mm

Humid Moist Exchangers (HME) c6 dau n6i 15 mm duong tiéu chuan

14.2 San pham khong bét buéc:

Van noi va nap bit co dau ndi 15 mm duong tiéu chuan

Céc chat tay rura v¢ sinh duoc Tracoe cung cap

Phu kién v¢ sinh (v1 du: tim bong, ban chai, bon tdm) do Tracoe cung cip
Tam bao vé khi quan khi tim cta Tracoe

Bang va gac

Vii bao vé (vi du nhu yém, khan quang ¢, 4o ¢ lo)

15. Diéu khoan va diéu kién chung

Vigc ban, giao hang va hoan tra moi san phim ctia Tracoe s& duge thyc hién dya trén cac biéu
khoan va diéu kién chung (GTC) hién hanh, ¢6 sn tai Tracoe Medical GmbH hodc trén trang web
cua chiing t6i tai www.tracoe.com.

Symbols

Manufacturer; Nha san xuét

Country of manufacture with date of manufacture; Quéc gia san xuit cing
ngay san xuat

el
=

Use-by date; Han str dung
Batch code; Ma 16
Medical Device; Thiét bi y té

Instructions for use; Huéng dan sir dung

A DE] Caution, consult instructions for use; Than trong, tham khao huéng dan str dung

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

f];n!) Single Patient — multiple use; Str dung nhiéu 1an cho mot bénh nhan
[sterLeleo]  Sterilized using ethylene oxide; Tiét tring bang Etylen oxit

Do not resterilize; Khong tiét trung lai

&
®

’ peel here. Peel here; Boc tai day

Do not use if package is damaged; Khong sir dung néu bao bi bi hu hong

Keep away from sunlight and keep dry; Bdo quan & noi kho rdo va tranh anh
nang mat troi
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Storage temperature limit; Gigi han nhiét d6 bao quan

O Single sterile barrier system; Hé théng rao can v6 tring don

{O\' Single sterile barrier system with protective packaging outside;
N 4 He¢ thong rao can vo trung don vdi bao bi bao vé bén ngoai

Not made with phthalates (e.g. DEHP); Khong lam béing phthalate
(vi du: DEHP)
@ Not made with Natural Rubber latex; Khong 1am bing Latex cao su tu nhién

Packaging Content; Thanh phan trong bao bi
MR conditional; An toan trong méi truong MR véi diu kién nhét dinh

® +ﬁ+@ = Triman symbol and Infotri for France; Biéu tugng hudng dan phan loai va
=4 tai ché cho thi truong Phap

!

A, o Sy

%@ Packaging is recyclable; Bao bi co thé tai ché
o] o] (D . ,
% %& Recycling guidelines; Huéng dan tai ché

/'/77 x

( /:Q Fenestration; Lo thong khi
@ Low-pressure cuff; Bong chén ap luc thip

g/ . . N ,
v ) Suction line; Puong hut

MR safe; An toan trong moi truong MR
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