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Cu�x - Regolatore di pressione della cu�a 
dei dispositivi di ventilazione - per pazienti

ISTRUZIONI PER L’USO

IT

Regulador de Manómetro Manual (Cu�x)
INSTRUÇÕES DE UTILIZAÇÃO

PT



1.1. INDICATION FOR USE
The Cu�x is intended to measure and regulate, through passive control, the 
intracu� pressure of Endotracheal tubes, Tracheotomy tubes and Laryngeal 
Masks Airways (LMAs) (supraglottic airways). The device is intended for single 
patient use, under medical supervision in hospitals, pre-hospital (EMS), 
extended care facilities or outpatient clinics, where a patient may be intubated. 

1.2. CAUTIONS
- Connect the Cu�x to the pilot balloon of airways with in�atable air-�lled 
cu�s ONLY.
- Cu�x is speci�cally designed for use with air-cu�ed arti�cial airways and 
is NOT to be used with uncu�ed arti�cial airways, foam-�lled-self-in�ating 
cu�ed, or arti�cial airway cu�s designed to be �uid �lled.
- DO NOT attempt to sterilize or autoclave.
- Proper handling and storage of the Cu�x is mandatory.
- Do not use if the packaging has been compromised.
- Do not use the device if the expiration date is overdue.
- Do not use the Cu�x if any parts show signs of damage.
- The Cu�x is for a single patient only.
- Do not reuse, reprocess, or sterilize this medical device. Reuse, reprocessing, 
or sterilization may, compromise the structural integrity of the device, or lead 
to the device not performing as intended.
Note: the Cu�x shall be connected to a pre-in�ated cu� only

1.3. WARNINGS
- Use of this equipment adjacent to or stacked with other equipment should 
be avoided because it could result in improper operation. If such use is 
necessary, this equipment and the other equipment should be observed to 
verify that they are operating normally.
- NOTE Portable RF communications equipment (including peripherals such 
as antenna cables and external antennas) should be used no closer than 
30 cm (12 inches) to any part of the Cu�x, including cables speci�ed by the 
manufacturer. Noncompliance may result in degradation of the performance 
of this equipment.



- NOTE The EMISSIONS characteristics of this equipment make it suitable for 
use in industrial areas and hospitals (CISPR 11 class A). If it is used in a residential 
environment (for which CISPR 11 class B is  normally required) this  
equipment might not o�er adequate protection to radio-frequency 
communication services. The user might need to take mitigation measures, 
such as relocating or re-orienting the equipment.
- The Cu�x is designed to be used continuously for up to 10 days.
- The Cu�x is designed to work in a pressure range of 20-30cmH2O.
- Federal law restricts this device to sale by or on the order of a physician.
- Disconnect the Cu�x prior to patient transport.

1.4. PACKAGING AND STERILIZATION
The Cu�x is supplied non-sterile and is intended for single patient use. 
All packaging should be inspected for damage and expiration prior to use.
Do not use if the package is opened or damaged.
Storage:  store at room temperature in a clean and dry environment.
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1. CUFFIX SET-UP 
1.1. Open the packaging and take out the Cu�x.
1.2. Turn on the Cu�x by pulling the strip [Figure 1].
1.3  Blinking red light will appear, indicating that the pressure is below 
20cmH20 (“Low”). [Figure 2]. 
1.4. Attach a day sticker and write the intended replacement date, according 
to the 10 days lifetime of the device [Figure 3].
1.5. Verify that the Blocking Cap is attached to the edge of the extension line. 
Connect a syringe to the Syringe Connection port, insert 10cc of air and 
disconnect the syringe [Figure 4].
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2. CUFFIX OPERATION  
2.1. Remove the blocking cap from the edge of the extension line and 
immediately connect the Cu�x to the pilot balloon of ventilation with the 
Pilot Balloon Connector [Figure 5]. 
2.2. Wait for 30 seconds until pressure stabilizes. In case there is a need for 
pressure adjustment, connect a syringe to the Syringe Connection port and 
adjust until the light indicates the desired pressure. Disconnect the syringe.
2.3. From here on the Cu�x is continually regulating and monitoring the 
pressure of the cu� within the preferred range of 20-30cmH2O and the pressure 
can be detected by the indication light at any time [Figure 6]. 
2.4. Hang/place the Cu�x in the desired location using the elastic band.

3. CONNECTION/DISCONNECTION  
Note: Cu�x disconnection doesn’t compromise the pressure in the cu� of 
ventilation tube.
3.1. In case re-connection of the Cu�x is required, connect the Cu�x to the pilot 
balloon of ventilation tube and adjust (using a syringe), until the desired pressure 
is indicated by the light.

4. CLEANING INSTRUCTIONS
Wipe the surface thoroughly with an alcohol-based disinfectant. While cleaning, 
prevent entry of any �uid into the luer connection. Do not submerge the Cu�x.
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ATTENTION
• When the pressure is below 20cmH2O the light will be blinking red.
• When the pressure is above 30cmH2O the light will be constant red.
• Small deviations within the +/- 3cmH2O is normal to the functionality of the 
device.
• Pressure adjustment can be done at any time by in�ating or de�ating via the 
Syringe Connection port. 
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