
VENTILATION MASK   (FM)

User’s Manual

1.Understanding the Ventilation Mask
1.1Models:

FM-003-TM/FM-003-TL/FM-003-XL/FM-009-TM/FM-009-TL/FM-009-XL/FM-011-TM-NV/FM-011-TM-NVAAV/

FM-011-TL-NV/FM-011-TL-NVAAV/FM-011-XL-NV/FM-011-XL-NVAAV/FM-012-TM-NV/FM-012-TM-NVAAV/

FM-012-TL-NV/FM-012-TL-NVAAV/FM-012-XL-NV/FM-012-XL-NVAAV/FM-016-TS/FM-016-TS-NVAAV/

FM-016-TS-NF/FM-016-TS-NV/FM-016-TS-NVNF/FM-016-TM/FM-016-TM-NVAAV/FM-016-TM-NF/

FM-016-TM-NV/ FM-016-TM-NVNF/FM-016-TL/FM-016-TL-NVAAV/FM-016-TL-NF/FM-016-TL-NV/

FM-016-TL-NVNF/FM-017-TS/FM-017-TM/FM-017-TL

1.2 Intended use:

The mask channels airflow noninvasively to a patient from a positive airway pressure device such as a

continuous positive airway pressure (CPAP) or Bi-level system.

Intended for single-patient re-use in the home environment and multi-patient re-use in the hospital /

institutional environment.

Intended patient: The Ventilation mask is to be used by adult patients (>30 kg) for whom positive airway

pressure has been prescribed.

Indications:

 Masks marked “NV” in model number:

Obstructive pulmonary diseases (eg, chronic obstructive pulmonary disease), restrictive pulmonary diseases

(eg, diseases of the lung parenchyma, diseases of the chest wall, neuromuscular diseases), central

respiratory regulation diseases, and obesity hypoventilation syndrome (OHS).

 Masks without “NV” in model number:

Obstructive pulmonary diseases (eg, chronic obstructive pulmonary disease), restrictive pulmonary diseases

(eg, diseases of the lung parenchyma, diseases of the chest wall, neuromuscular diseases), central

respiratory regulation diseases, obstructive sleep apnoea (OSA) and obesity hypoventilation syndrome

(OHS).

Contraindications:

(1) Impaired consciousness

(2) Weak or absent spontaneous respiration; cardiac arrest

(3) Inability to clear airway secretions or high aspiration risk
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1.5 Combined Compatible Products & Operation:

1.5.1 Permitted matching devices

Breathing tube: CE marked, comply with EN ISO 5367, equipped with standard 22 mm coaxial cone

connector.

Positive airway pressure device: continuous positive airway pressure (CPAP) or Bi-level system with

CE marking, shall meet the requirements of EN ISO 80601-2-70 and have a conical 22 mm size

male connector or socket conforming, applicable working pressure range: 4–30 cmH₂O.

Accessories:Comply with EN ISO 5367, equipped with standard 22 mm coaxial cone connector.

1.5.2 Connection operation steps

Turn off the ventilator power first; fully insert the mask elbow into the breathing tube, then wear the

mask according to the fitting steps in Clause 2.1.

1.5.3 Safety restrictions & risks

Only use equipment within the pressure range of 4–30 cmH₂O. Mismatched pressure will cause

excessive leakage and rebreathing risk.

2.Use and Maintenance
2.1 Fitting the mask:

Note: Before fitting, please ensure that the upper headgear straps are properly secured through the buckle on

the top side of the frame. Pull the strap to take up any slack and make sure the strap will not loosen.

Step Operation instruction Graphical representation

1 Before wearing the mask, attach the clips to the headgear.

2
Place the headgear on your head, and place the ventilation mask on
your nose and mouth, attach the clips to the mask frame.

3 Adjust the upper strap after the clips is attached, sits comfortably.
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 If you have any following symptoms occur: flushing skin, chest discomfort, shortness of breath, stomach

distension, severe headache, tearing, runny nose, etc when using this ventilation mask, please consult

your physician or healthcare professional.

 This ventilation mask is intended for the purposes described in this manual only, please contact your

physician or healthcare professional or distributor if in doubt.

 It is recommended to replace the ventilation mask after 6 months of use, please contact your physician

or healthcare professional or distributor if necessary.

 The device does Not intended to administer medicinal products, tissues etc.

 The device does not include medicinal substance or biological material.

 The device is not invasive device, and no consist of CMR substances.

 Please read the section of Combined Compatible Products & Operation before connecting external

ventilation equipment.

3.Symbols:
Caution! Refer to

the attached
documents

Latex Free Non-sterile Manufacturer

Catalogue number Batch code
Refer to the user

manual
Date of

manufacture

Medical Device Use-by date Temperature Limit Humidity Limitation

Atmospheric
pressure limitation

Authorized
Representative in

European Community.

Unique device
identifier
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