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SpeVaX® — Instruction for Use

Trach-HME with Built-in Speech Valve
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Manufacturer: BenCorpp® Srl
Via Imperiale, 279
d IT - 41037 — Mirandola (MO)
info@bencorpp.com

Indications
Heat & moisture exchanger for patients breathing spontaneously via an ET tube or a tracheostomy tube in the hospital
or at home. SpeVaX® is recommended for patients weighing no less than 10 kg.

Target patient group

Target patient group is represented by patients with permanent tracheostomies, Intensive Care patients with artificial
airways (spontaneously breathing) and children (not less than 10 kg) with artificial airways (spontaneously breathing) in
a hospital or home environment.

Intended users
Lay users (home use) and physicians (hospital environment).

Expected clinical benefits
— Reduce coughing and mucus formation.
— Reduce the transmission of microbes and other particulate matter.

Description

SpeVaX® is a heat and moisture exchangers with speech valve and connector for supplemental oxygen supply that
ensure effective humidification and warming of inspired air for tracheostomy patients, can be fitted to the standardized
connectors of tracheostomy tubes or endotracheal tubes, SpeVaX® does not come into direct contact with the patient,
it is supplied in carton fifty or hundred pieces.

Connections
SpeVaX® is equipped with a 15mm female connector for ET tube or tracheostomy tube and a 4mm connector for
supplemental oxygen supply. SpeVaX® has a valve for forced inspiration/expiration or suctioning.
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Technical specification

Recommended tidal volume range

50 - 1000 ml

Compressible volume

9,5 ml (dead space)

Moisture output

VT =500 ml: 13,1 mg/I

Moisture loss (24 h)

min 7,5 £ 0,3 mg/l; max 19,4 £ 0,2 mg/I

Pressure drop (24 h)

301/min=34+4Pa
60 /min =113 + 24 Pa
90 |/min =218 + 35 Pa

Weight 29¢g

Length 22 mm

Height 28 mm

Width 38 mm

Connectors 15 mm female connector for ET tube or tracheostomy tube.

4 mm connector for supplementary oxygen supply.

Non-conductive

Instructions for use

The device should be placed at the open end of the ET tube or tracheostomy tube. Check that the connection is properly
fixed. Normal efficiency is reached after a few breaths. Should be replaced every 24 hours or more frequently, to avoid
an increase in resistance due to accumulation of secretions.

Before use, check product for deformity and valve function by closing the valve and releasing it. Do not use if the device
shows any signs of defect. Do not use if the package is opened or damaged.

Storage:
Store in clean, dry, temperate conditions & keep away from sunlight. Temporary deviations are allowed within the
temperature range (2- 50°C).

Fixation the device
Hold the device with your index finger and thumb and gently press inward until the device connects to the tube.

Speech valve (Speaking)
SpeVaX® contains a valve with a spring that can easily be occluded with a finger facilitating speech. After releasing the
finger, the valve will open automatically.

Removal the device
Hold the device and begin rotating it carefully, pulling outward until the device separates.

Contraindications

Do not use beyond recommended tidal volume range, as the added dead space may cause CO2 retention at too low
tidal volumes. A too high tidal volume may lead to unsatisfactory humidification. Do not use on dehydrated patients or
patients with very heavy secretions from the lungs and airways, or in combination with external humidifiers or nebulizer.

Warning and precautions

Non-sterile, single use only: do not sterilize or reuse, as the intended function will be affected, and this might increase
the risk of possible transmission of infection. Do not use the product after the expiration date. The expiry date refers to
the intact and correctly stored product.

Destroy after use. Always follow medical practice and national requirements regarding biohazards when disposing of a
used medical device.

In case of undesirable effects, discontinue use, consult your doctor, and inform the manufacturer.

Reporting

In the event of serious accidents occurring related to the use of the device SpeVaX® Trach-HME with Built-in Speech
Valve, send a report to the manufacturer (info@bencorpp.com), and the national authority of the country in which the
user and/or patient resides, if the product has been used in Kingdom of Saudi Arabia, please contact Saudi Food and
Drug Authority, you can also contact the official agent via email: info@medicaloasisint.com / Tel: 00966 11 4037000

For home use: for further information contact the above agent within the KSA who provides technical assistance.

These Instructions for Use are also available on the manufacturer's website: https://www.bencorpp.com/
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GRAPHIC SYMBOLS CONTAINED IN DEVICE LABELING

Consult Instructions for Use

Manufacturer

Batch Code

Catalog Number

Use By

Unique Device Identifier

Store in temperate conditions.
Temporary deviations within the
temperature range (max-min) are
allowed

Manufacturer: BenCorpp® Srl, Via Imperiale 279 - IT 41037

Cautions on instructions for use

Medical Device

Do Not Re-use

Keep Away from Sunlight

Keep dry

Do not use if package is
damaged

Storage temperature limit
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