[1i] INSTRUCTIONS FOR USE

MAIS-N EBTM Nebulizer Mask

Device Description:

The Nebulizer Mask is a non-invasive respiratory device used to
deliver aerosolized medication to patients viainhalation. The mask
covers the nose and mouth and is connected to a nebulizer
chamber that converts liquid medication into a fine mist using
compressed air or oxygen.

Intended Use:

The Nebulizer Mask is intended for administration of aerosolized
medications to patients requiring inhalation therapy for
respiratory conditions.

Intended Users:

* Healthcare professionals

¢ Trained caregivers

e Patients under supervision (home-care use)

Intended Patient Population:
¢ Adult/ Pediatric/ Neonatal (size specific)

Sterility: Sterile (Sterilized by EO).

Indications for Use:

Used for delivery additional medication in conditions such as:
e Asthma

o Chronic Obstructive Pulmonary Disease (COPD).

¢ Bronchitis

¢ Other respiratory disorders as prescribed by a physician.

Contraindications:

* Patients with known hypersensitivity to materials used in the
device.

e Patients unable to tolerate a face mask.

* Do not use for patients requiring invasive ventilation.

Principle of Operation:

Compressed air or oxygen passes through the nebulizer chamber,
converting liquid medication into aerosol particles, which are
inhaled by the patient through normal breathing.

Components:

® Face Mask e Elastic Head Strap

* NebulizerChamber ¢ Medication Cup

e Connector e Oxygen/ Air Supply Tubing (if supplied)

Instructions for Use:

1. Wash hands thoroughly before handling the device.

2.Remove the Nebulizer Mask from the packaging and visually
inspect for damage.

3. Fillthe nebulizer chamber with prescribed medication as
directed by a healthcare professional.

4.Assemble the nebulizer chamber and connect it to the mask.

5. Connect the tubing to the compressed air or oxygen source.

6. Place the mask securely over the patient's nose and mouth.

7.Adjust the elastic strap to ensure a comfortable fit.

8.Turn onthe gas supply/nebulizer and allow the patient to
breathe normally.

9. Continue therapy until the medication is completely nebulized
orasprescribed.

10. Switch off the gas supply and remove the mask.

Warnings:

e For single patient use only.

¢ Do not useif the device or packaging is damaged.

¢ Use only as prescribed by a physician.

¢ Do not modify the device.

¢ Keep away from fire and ignition sources when used with oxygen.

Precautions:

e Ensure correct mask size for the patient.

* Monitor the patient during therapy.

¢ Do not overfill the medication cup.

* Replace the device if it shows signs of wear or damage.

Cleaning and Disposal:

e Device is single-use unless otherwise stated

 Dispose of the device after use according to hospital or local
biomedical waste guidelines

* Do not attempt to re-sterilize

Storage Conditions:
e Storeinaclean, Cool &dry place. e Protectfrom directsunlight.

Shelf Life: 5 Years.
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