MEDICAL TECHNOLOGY

Important: Read carefully

HME

Heat-exchanger and humidifier for pediatrics Type 4

REF 900

Technical data (DIN EN ISO 9360-1)

Indication:

Tidal volume (VT)
recommended range:
Inside volume:
Moisture output:
Resistance:

Weight:

Length:

Connections:

Environmental compatib.:

Instructions on use:

Artificial respiration of premature babies and children on Intensive Care wards, in the operating
theatre (device not electrically conducting), during transportation or at home. Also in spontaneous
breathing through an endotracheal (ET) or tracheostomy tube.

5-100 ml

2ml

<28 mg/I H0 @ Vt = 100 ml

<120 Pa @ 10 I/min
2,5g
35mm

ISO plug, 15 mm for branching point (y-piece)
ISO jack, 15 mm for endotracheal (ET) tube

When the product is burnt, hydrocarbon, carbon dioxide, water and carbon oxide are produced.

Connect the humidifier between the end of the artificial air passage on the body side (15 mm jack to air passage) and the ventilation system’s y-piece. Before

starting up the ventilation, check that all connections are tight and leakproof. Check, if necessary! - equalize a high compressible volume (clearance volume) of

the device by altering the ventilator setting. The normal humidifying effect commences after a few breaths. Monitor the patient at regular intervals to see if extra
humidification is required (signs: the secretion is thick and viscous).
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1. Heat moisture exchanger
2. Patient port (Y-piece)

3. Breathing hoses (Inspiratory hose and expiatory hose)

Symbols

Observe the instructions for use

Manufacturer

Date of manufacture
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Temperature limitation
(from-5°C to +40°C)

Do not reuse
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Non-sterile

Keep dry

Keep away from sunlight

Do not use if package is damaged

Non-sterile
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The product is a medical device

Part number

Lot number

Quantity

Free from Latex
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g Expiry date

User group requirements
The term "user group" describes the personnel responsible who have been assigned by the operating organization to perform a particular
task on a product. Duties of the operating organization The operating organization must ensure the following:

. Every user group has the required qualifications (e.g., has undergone specialist training or acquired specialist knowledge through experience).
. Every user group has been trained to perform the task.
. Every user group has read and understood the relevant chapters in this document.

User groups - Clinical users
This user group operates the product in accordance with the intended use. Users have medical specialist knowledge in the application of the
product.

Contraindications:
o Do not use the humidifier outside the recommended tidal volume range.
Reason: increased compressible volumes (clearance volumes) can, if the tidal volume is too low, cause CO2 retention; with
too high a tidal volume on the other hand, insufficient humidification.
e  The product should not be used in conjunction with nebulizers or heated humidifiers.
° Use in patients with heavily reduced body water is inadmissible, likewise in the event of excessive secretion in the lung
and air passages, and in patients with a heavy inleakage flow (exhaled air not lowing through the humidifier).
Caution:
e  The device is for single use only. Reuse risks spreading infectious bacteria. Sterilization and washing (for reuse) may
impair performance of the device and causes harm to the patient.
o Replace humidifier every 24 hours with new one. Even more often if necessary, for instance when there is a risk of the
resistance rising due to a build-up of secretion.
. Do not use in conjunction with a hot-water humidifier or nebulizer, and do not put water in the humidifier.
Reason: risk of resistance rising.
° Used filters should be disposed immediately. Always follow medical and national requirements regarding biohazards when
disposing of a medical device.
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