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Tracheal Tube

This instruction for use applies to:

 Magill shaped Tracheal Tubes

¢ Preformed Oral and Nasal Tracheal Tubes
cuffed and uncuffed (plain), with and without
Murphy eye

INTENDED USE / INDICATIONS

Tracheal Tubes are used in general
anesthesia, intensive care and emergency
medicine for airway management and
mechanical ventilation. The tube is inserted
into the patient's trachea through the nose
or mouth in order to maintain the airway.

The Tracheal Tubes described in this
document have the following features:

» Magill curve design, suitable for oral and
nasal intubation;

» Preformed curved design, specifically
indicated for Oral or Nasal intubation;

¢ Clear thermosensitive material;

* Soft rounded beveled tip;

* Variants with cuff: low pressure cuff, pilot
balloon and inflation line;

* Optional Murphy eye on both cuffed and
uncuffed versions;

* Optional preloaded Intubation Stylet on
specific variants;

* Depth metric markers to indicate the
distance to the distal tip. Cuffed versions
feature ring markings above the cuff, to
determine the position of cuff and distal
tip after passing the glottis;

¢ Standard 15mm ISO connector,
color-coded to indicate the size of the tube
and to suggest the most suitable suction
catheter (I1SO 8836);

* Radiopaque line on the full length of the
tube;

* Sterilized by ethylene oxide (EO) and
packed in peelable pouch.

CONTRAINDICATIONS

* Itis contraindicated to use Tracheal Tubes
in procedures that involve the use of a
laser or an electrosurgical active electrode
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in the immediate area of the device.
Especially in presence of oxygen-enriched
mixtures, this could result in a rapid
combustion of the Tracheal Tube with
harmful thermic effects and emission of
corrosive and toxic products, including

hydrochloric acid (HCI).

* Tracheal Tubes should not be used for
patients suffering from throat
edema/inflammation, hemorrhage or neck
vertebra trauma.

WARNINGS / PRECAUTIONS (General)

* Do not use if package has been previously
opened, damaged or under inadequate
storage.

* Avoid exposure to elevated temperatures,
ultraviolet and fluorescent light.

e Itis not recommended to cut Tracheal
Tubes. If a Tracheal Tube is cut, this is at
the healthcare professional’s discretion
and own clinical judgment.

* |f patient positioning or Tracheal Tube
placement are altered after intubation it is
essential to verify if the tube is still in the
correct position. Any tube displacement
must be corrected immediately.

¢ Should extreme flexing of the head
(chin-to-chest) or repositioning of the
patient (e.g. to a lateral or prone position)
be anticipated after intubation, the use of
a Reinforced Tracheal Tube should be
considered.

* Non-standard dimensions of some
connectors on ventilators or anesthesia
equipment may affect secure mating with
the Tracheal Tube 15mm connector. Use
only with equipment featuring standard
15mm connectors.

¢ When choosing the appropriate size of
Tracheal Tube, healthcare professionals
should pay attention to the anatomical
variations of each patient, especially the
length of the airway. Depth metric
markers on the tube should never
substitute an expert clinical judgment.




* Care should be taken when using a

lubricant in conjunction with the Tracheal
Tube. An excessive amount of lubricant
can dry on the inner surface of the tube,
forming a plug or a clear film, which can
obstruct the airway.

* Do not use after the expiry date.

* For single patient use only.

* Do not resterilize. Resterilization or reuse
can result in harm to the patient.

* Dispose of the device in accordance with
the applicable national regulations for
biological hazardous waste.

WARNINGS / PRECAUTIONS (Cuff related)

* Prior to use, test the Tracheal Tube’s cuff,
pilot balloon and valve by inflation. If a
dysfunction is detected in any part of the
inflation system, the tube must not be
used.

* The use of lidocaine topical aerosol has
been associated with the formation of
pinholes in PVC cuffs (Jayasuriya, K.D.,
Watson, WF, “P.V.C. Cuffs and
Lidocaine-based aerosol”, Brit. J. Ann.
53:1368, 1981). Expert clinical judgment
must be used when prescribing treatment

involving the use of this substance, to help

prevent situations of cuff leaks due to
pinholes. The same authors report that
lidocaine hydrochloride solution does not
have this effect.

* Various anatomical structures on the

intubation route (e.g. teeth, turbinates) or

any intubation tool with sharp surface
might represent a threat for cuff integrity.

Care must be taken to avoid damaging the

thin-walled cuff during intubation, as the
patient would be subject to the trauma of
extubation and re-intubation with a new
device. If the cuff is damaged, the
Tracheal Tube must not be used.

* Diffusion of nitrous oxide (N,0) mixture,
oxygen or air from a surrounding gas
mixture may either increase or decrease
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cuff volume and pressure. In order to limit
such effect it is recommended to inflate
the cuff with the same gas mixture, which
will contact its external surface.

Do not overinflate the cuff. Overinflation
can result in the rupture of the cuff with
subsequent deflation or cuff distortion,
which might lead to airway blockage or
prevent the microvascularization of the
tissue around the cuff. For indications on
the recommended cuff pressure, refer to
the actual scientific literature.

It is recommended to assess cuff pressure
using a cuff-pressure measuring device, in
conjunction with minimal occluding
volume or minimum leak technique . Cuff
pressure should be monitored and any
deviation from the selected seal pressure
should be investigated and corrected
immediately.

Prior to repositioning the tube, deflate the
cuff. Moving the Tracheal Tube with
inflated cuff could result in patient injury
or damage to the cuff, requiring a new
device. When the cuff is completely
deflated, the syringe will show a definite
vacuum and the Tracheal Tube pilot
balloon will be collapsed. After
repositioning the tube, verify its correct
placement once again.

Syringes, three-way stopcocks or other
devices should not be left inserted in the
inflation valve for an extended period. The
valve housing could crack due to pressure
and allow the cuff to deflate.

ADVERSE REACTIONS

Standard textbooks and scientific literature
should be consulted for any specific adverse
reaction information.

DIRECTIONS FOR USE (General)

Use aseptic technique.
Intubation and extubation should be
performed following currently accepted




medical techniques.

* Expert clinical judgment should be
exercised in the selection of the
appropriate size of Tracheal Tube for each
individual patient.

¢ If the Tracheal Tube is preloaded with
Intubation Stylet, prior to intubation use
the stylet to shape the tube. Remove the
stylet when intubation is complete, before
connecting the tube to the
ventilation/anesthesia equipment.

* When intubation is completed, auscultate
both lung fields. If breath sounds are
reduced over one lung field or absent over
one or both fields the Tracheal Tube has to
be repositioned.

* If required, Tracheal Tube placement can
be checked by means of a chest
radiography.

DIRECTIONS FOR USE (Cuff related)

* Prior to intubation test the integrity of the
cuff: inflate the cuff with a Luer-tip syringe,
and then deflate it completely after test
inflation.

* When intubation is completed, inflate the
cuff using the minimum volume of air to
provide an effective seal.

« After cuff inflation, remove the Luer-tip
syringe from the valve to effect closing of
the one-way valve.

¢ Prior to extubation, deflate the cuff
completely. Extubate following currently
accepted medical techniques.

CAUTION

* Single use only

« Sterile if package is unopened and
undamaged

 Storein a cool, dry place.

TRACHEO-BRONCHIAL SUCTIONING

It is recommended to perform tracheal
suctioning by utilizing a suction
catheter/suction system of appropriate size,
matching the color of the 15mm connector

present on the Tracheal Tubes.

Recommended .
Tracheal Tube . . Colour Coding
Suction Catheter size
Suction Catheter and
1.D. (mm) 0.D.(mm) | 0.D.(CH)
Tracheal Tube
3.0-35 13 4 red
4.0-45 2.0 6 green
5.0-6.0 27 8 blue
6.5-7.0 33 10 black
7.5-8.0 4.0 12 white
8.5-9.0 4.7 14 green
9.5-10.0 53 16 orange

CUFF SEALING PERFORMANCE

Test was performed according to

IS0 5361:2012. Data were collected using a
bench test that is intended to provide a
comparison of the sealing characteristics of
Tracheal Tube cuffs only in a laboratory
setting. The bench test is not configured or
intended to predict performance in the
clinical setting.

tracheat | Minimum | Wi Leakage rate range (mL/h)
Tube size trachea trachea Minimum trachea | Maximum trachea
1.0, (mm) | Giometer | diameter |Toon 90th 50th 90th
(mm) (mm) percentile | percentile | percentile | percentile
HLP cuff
3.0/35 9 11 54.9 884.1 0.0 191.3
4.0/45 11 13 7232 11741 0.0 146.0
5.0/5.5 13 16 269.1 9486 0.0 66
6.0/65 15 19 359.0 647.0 0.0 13
7015 19 2 376.7 656.5 0.0 25
8.0/8.5 20 25 570.6 2082.4 0.0 0.0
9.0/95/100 | 21 27 625.9 17772 0.0 0.0
Polyurethane cuff, without Murphy-eye
30 8 10 1468 184.9 0.0 00
35/4.0 9 11 985 1029 0.0 00
4.5/5.0 11 13 69.9 78.2 0.0 0.0
*Cuff pressure hPa (cm H,0) = 27

[Ti  consultinstructionsfor use % Does not contain natural rubber latex
@ Do not use if package is damaged W Does not contain phthalate

Sterilized using ethylene oxide Catalogue number

@ Do not resterilize LoT]  Batchcode
® Do notre-use d Manufacturer
4 Keepdry W Usebydate

[ECTREP] Authorized representative in the European Community
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