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INSTRUCTION MANUAL

Please read this instruction manual carefully
before using the device
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Introduction
This product is intended to be used for inhaling medication like aerosol treatment
for respiratory disorders such as mild asthma.

1. Easy to operate.

2. Compact and travel convenient

3. Allow to use with face mask or mouth piece

4. Nebulization rate ensure optimized treatment duration

5. Particle size of 2-5 um are optimal for reaching around the lungs

6. This device is intended for use by patients in homecare and healthcare
settings.

7. Ask your doctor or physician for further information about the potential
applications.

8. The device does not need to be calibrated.

9. The device does not supply with medication.

Device Description

This product is a portable aerosol nebulizer device that operates electronically. The
device functions by creating compressed air using its internal pump, and this
compressed air flows into the nebulizer kit. Within the nebulizer kit, the air
pressure forces the liquid medication through the vaporizer head, where it is
converted into an aerosol. This aerosolized medication is then delivered for
inhalation through either a mouthpiece or a mask, providing an effective means of
treatment.

Operating Principle

The operating principle of the device involves pumping the medication through a
dedicated channel, where it is mixed with the compressed air generated by a
compressor pump. This combination of medication and compressed air results in
the transformation of the medication into fine particles, which are then sprayed
into the air when they come into contact with the compressed air. This process
ensures that the medication is in an inhalable form for effective delivery to the
patient's respiratory system.



Intended for Use

This product is designed delivering prescribed medications to manage respiratory
conditions like mild asthma in both the homecare and healthcare settings. The
nebulizer kit is intended for multiple uses by single patient.

The device is compatible and suitable for delivering these specific common mild
asthma medications such as Albuterol/ Salbutamol and Terbutaline. For other
prescriptions meds please obtain advice from your doctors or physician to ensure
safe and effective use of the nebulizer with any other prescribed drugs.

Indication for Use
The nebulizer provides significant relief to individuals by delivering medication
directly to the lungs, reducing airway inflammation, and improving lung function.

Clinical benefit

The intended clinical benefits of the AVITA nebulizers include:

« Improvement in Respiratory Function: Patients can experience a significant
improvement in respiratory function during the treatment.

« Stability in Physiological Parameters and Symptom Relief: Physiological stability
can be effectively maintained, and symptoms can be alleviated during the

treatment.

Intended User and target patient population and medical conditions

The Intended users are typically patients:

1. Users use nebulizers on the advice of doctor to provide relief from asthma
symptoms, range from age 2 and above up to 65 years old.

2. For children who are unable to perform the aerosol treatment by themselves,
require assistance from their guardian or parents. . The guardian or parents should
fully understand the instruction manual, including how to operate the nebulizer
and all precautions and warnings associated with its use.

3. Both professional healthcare personnel and laypersons.



User restrictions/Contraindications
If a patient has any of these contraindications, alternative treatment options or
adjustments to their treatment plan may be necessary.

Unconscious patients or patient not breathing spontaneously.

Heart rhythm disorder, cardiac irritability (may result to dysrhythmias)

Internal bleeding

Patients with unstable and increased blood pressure/pulse

Individual intolerance or allergic reaction to Albuterol/ Salbutamol and Terbutaline other

medications, foods, dyes, or preservatives

Diabetes (high blood sugar)

Seizures

Thyroid disease

Pregnant or trying to get pregnant, miscarriage

Breast-feeding

Liver disease

Osteoporosis, weak bones

Immune system problems

Uterine infection

Eye disease, such as glaucoma, cataracts, or blurred vision

WARNING:

* If you take too much dose, seek emergency medical attention straight away even if you do not
feel unwell or have symptoms of an overdose. An overdose can be fatal. Contact your doctor
immediately or go to the Emergency Department of your nearest hospital.

« If you take this medication on a regular basis, take it as soon as you can. If it is almost time for
your next dose, take only that dose. Do not take double or extra doses.

« Aerosol treatment with drugs may affect your ability to drive or use machines. If you feel sick,
dizzy or tired, or give you a headache or blurred vision, do not drive or use machines and contact
your doctor immediately.

« If the user uses wrong medication or unknown medication, contact your doctor immediately
or go to the Emergency Department of your nearest hospital .

+ Do not mix your medication with other drugs in the same nebulizer. Consultant your doctor if

you also on other type of medication. Clean and disinfect the nebulizer and parts thoroughly if
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use other type of medication.

« The device does not act as a MDI medication dose counter and does not include a dose
counting function. *MDI= Metered Dose Inhaler

* The device is not intended to diagnose, measuring, cure medical condition or replace an
interpretation from a health care provider; Patients are expected to always follow their doctor's

advice.



Durable Period

Durable periods are as follows, provided the product is used to nebulize 2.5 ml of
medication twice a day for 7.5 minutes each time. Durable period may depend on
usage environment. Frequent use of the product may shorten the durable period.

Compressor (Main unit) 500 Hours
Mouthpiece 3 months
Air Filter 3 months
Mask 3 months
Air Hose 3 months

Important Information before Use

1. Do not expose the device to extreme temperature, very high humidity level.

2. Avoid heavy object place on top of device, extreme stress, shock or accidental drop down.
3. Press the power key, press once to turn on, press again to shut down.

4. The nebulizer is for inhaling for respiratory disorders only. Do not use this device other than
the intended purposes.

5. During the use of the device, the user should not hold his/ her breath.

6. If you feel anything unusual when using the device, stop and consult a doctor immediately.
7. Always dispose of remaining medication after use, and use fresh medication each time.

8. Store the parts in a clean location to avoid infection. Do not use or store the device where it
may be exposed to noxious fumes or volatile substances.

9. Do not disassemble or attempt to repair the nebulizer or charging port.

10. If you would require any assistance during setting up, using or maintaining, please contact
the local distributor.

11. The device is not suitable for use in an anaesthetic breathing system or a ventilator breathing
system.

12. Do not use tap or mineral water in the nebulizer for nebulizing purposes.

13. During aerosol process, avoid turning off the power unexpectedly. Sudden power cut may



results in treatment under dose, treatment interruption or treatment incomplete.

14. Do not use a damaged nebulizer kit, mouthpiece or facemask.

15. Make sure that the vaporizer head is correctly installed before use.

16. The nebulizer and charging cable line are not waterproof. Do not spill water or other liquids
on these parts. If liquid does spill on these parts, immediately unplug the charging cable line and
wipe off the liquid with gauze or other absorbent material.
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. To avoid the medication residue be sure to wipe the face after removing the mask.
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Please keep this device away from sunlight.
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. The nebulizer may become hot during long period of operation.
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. Use only original nebulizing parts, air filter and air filter cover.
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Do not add more than 8 ml of medication to the medication tank.
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Do not carry or leave the nebulizer kit while the medication tank contains medication.
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. Do not use the device while sleeping or if drowsy.

2

i

. Approved for human use only.
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If any serious incident that has occurred in relation to the device should be reported to the
manufacturer and the competent authority of the Member State in which the user is
established.

26. Recommend at least 2ml of prescription medication to operate the nebulizer.

WARNING:

1. You should always follow the instructions of your doctor regarding the type of medication to
use, the dosage, and the frequency and duration of inhalation.

2. Only use medication prescribed or recommended by your doctor or physician.

3. Do not modify this equipment without authorization of the manufacturer.

4. Do not use the device where it may be exposed to flammable gas.

5. If you experience any allergic reactions or other difficulties during use, stop using the device

immediately and consult your doctor.



CAUTION:
1. Keep the device out of reach of unsupervised infants and children. The device may contain

small pieces that can be swallowed.

2. Avoid potential allergic reactions; please avoid the front of tip in direct contact to patient's
wound.

3. Always use the device in appropriate operating environment. If the device experienced
extreme temperature/humidity/atmosphere, allow it to settle for 2 hours before use.

4. This product should not be used on patients, who are unconscious or are not breathing
spontaneously. If you feel anything unusual when using the device, stop and consult a doctor
immediately.

5. To completely shut down the device, remove the charging cable line from the charging port.
6. Never use the device near flammable gases, oxygen or nitrogen oxide

7. Do not leave the device unattended with infants, children or compromised individuals. Must

have the supervision or guidance when using the nebulizer with infants, children for home

treatment at all time.

8. Changes or modifications not approved by manufacturer will void the user warranty.

9. Make sure all the parts and accessory are not missing or broken, try to assemble and
dismantle. If experiencing trouble assemble or dismantle, contact local distributor for detail
instructions.

10. Do not cover the nebulizer with a blanket, towel, or any other type of cover during use. The
nebulizer could get hot and there is a possible risk of a burn if touched.

11. When using this device, there will be some noise and vibration caused by the pump in the
nebulizer. There will also be some noise caused by the emission of compressed air from the
nebulizer kit. This is normal and does not indicate a malfunction.

12. Only fill the amount of medicine prescribed into the medication tank. Pay attention, that the

maximum level will not be exceeded. . .
\\Fxhalatlon port

13. One prescribed medication at a time. Do not mix two or more )
L
kinds of prescribed medication at a time. ( N
e Fd
14. When use with mouthpiece, do not cover the exhalation port. f D]



15. Do not store the air hose while there is moisture or medication remaining inside. Make sure
it's completely dry before the storage or next use.

16. Do not use or store the device while the air hose is creased.

17. Make sure that the air hose is securely attached to the nebulizer and nebulizer kit, and does
not come loose. Twist the air hose plug slightly when inserting it into the air hose connectors to

avoid the air hose disconnecting during use.



Product Identification

w

L

1 Mouthpiece

2 Inhalation Top

*Include Adjustable Cover
Medication Tank
Vaporizer Head

Power Key

Front Case

Adult Mask

0 N o U b~ W

Air Filter Cover
*Air filter inside
9 Air Hose

10 Child Mask

11 Bottom Case



Instruction for Use
1. Inspect the device and parts before using them each time, and check that

there are no problems. In particular, be sure to check the following:
- That the Vaporizer Head or air hose are not damaged or blocked.
- That the nebulizer operates normally.
- The accessories are good to use.

2. Make sure that the parts are attachable and attached correctly.

3. Make sure that the air filter is correctly attached.

1. Place the compressor nebulizer on flat, stable surface within reach.

2. Gently twist and pull straight up on the lid nebulizer to separate into two
parts (medication tank and Inhalation top).|

3. Add the correct amount of prescribed medication to the medication tank.
The suitable nebulization dose is 2~8ml.
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4. Make sure that the vaporizer head is securely attached to the Medication
Tank|

5. Rotate the inhalation top clockwise until the alignment block (at the arrow tip
mark) on it and the alignment slot on the medication tank are aligned, and

they click in place.‘

6. Connect the device to a power source. The device requires power connection
at all time when use, no need to replace batteries.

(USB A to C adapter only)
7.  Press the power key and make sure the nebulization begins.
8. The "Adjustable Cover" can change the rate of the airflow by adjusting the
opening of the adjust cover.

11



9.  When the treatment is complete, switch off the power key.
10. Attach the mask with air hose or mouthpiece to the nebulizer kit tightly.

12



Instruction for Use (Child users)
*For Child users, requires adults/guardian/caregivers supervision at all time.*

For Child users who cannot understand the instruction manual, requires adults/guardian/caregivers to assist to
perform aerosol treatment.

1. Please follow the previously mentioned assembly steps. After that, take out the child's mask,
secure it onto the child's face, ensuring that the mask fits comfortably and covers both the
mouth and nose. If the child feels uncomfortable, make necessary adjustments, and loosen the
mask slightly.

2. Initiate the treatment and ensure that the device and child are under constant supervision. Do
not leave the child unattended while using the device.

3. After completing the treatment, gently clean the child's face using a towel or wipe with clean
water.

4. After the treatment, dispose of any unused medication as per disposal guidelines. Then,
follow the cleaning and disinfection steps to clean the device immediately to maintain its
hygiene.

5. Make sure to store the device and any medication in a safe and secure location where they
cannot be accessed by children or pets.

6. Before using the device again, carefully examine it and ensure there are no medication

residues. Also, make sure the device is completely dry before the next use to prevent any issues.

13



PRECAUTION:

1. To ensure safe using, the adapter and electronic equipment with USB port should meet the
electrical safety standard IEC 60601-1.

2. The device is a BF type applied parts medical device.

3. The device have passed IP 22 water spray protection.

4. The device did not use defibrillation-protected applied part.

5. The device is not intended for use in oxygen rich environment.

6. Always unplug the device from the power outlet after use and before cleaning.

7. Do not misuse the power cord. Do not wind the power cord around the compressor

Always use the cable line with qualified power adapter.

8. Plug the device into the appropriate voltage outlet. Do not overload power outlets or use
extension cords.

9. Do not operate the device with a damaged USB port or damaged cable line, may experience
electrical leakage/shock.

10. Keep the charging cable line away from heated surfaces.

11. Do not plug or unplug the AC adapter into the electrical outlet with wet hands.

12. In order to prevent strangulation by the charging cable line, or injuries caused by
mishandling, please pay close supervision when this device is being used by, on or near children
or invalids.

13. Make sure the cables line use to charge is working fine, if not stop using the device. Contact
local distributor for exchange or refund service.

14. Do not overload power outlets. Plug the AC adapter into the appropriate voltage outlet.
15. Do not use extension cords. Plug the AC adapter directly into the electrical outlet. Do not

pull the power cord of AC adapter strongly.

Note: AC adapter can be worked at 100 - 240V ~ 350mA, 50/60 Hz.
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Change Air Filter

3.

Remove the air filter cover from the device.

Change the air filter.
Put the air filter cover back in place.

CAUTION:

1.

Replace the nebulizer after a long period of inactivity, in cases where it
shows deformities, breakage, or when the atomizer head is obstructed by
dry medicine, dust, etc.

If the filter shows a grey or brown colour or is wet, replace it. Extract the
filter and replace it with a new one. Do not try to clean the filter for
reusing it. The air filter shall not be serviced or maintained while in use
with a patient. Only use original filters! Do not use the device without
filter!

Replace the accessories/air filter routinely. Fail to do so, may derive
bacterial infection or degradation of the performance.

Make sure that the air filter is clean. If the air filter has been used for more
than 90 days, replace it with a new one.

Do not block the air filter cover.

15



Cleaning and Disinfecting

* Thoroughly clean all components to remove medication residuals and possible
impurities after each treatment.

* Use a soft and dry cloth with non-abrasive cleaners to clean the unit.

* Make sure that the internal parts of the device are not in contact with liquids
and that the charging cable is disconnected.

¢ Clean the medication tank, vaporized head and inhalation top after ever use.
Disinfect the accessories daily.

* Do not immerse the nebulizer main unit in water or other liquid.

* Do not distort the vaporizer head, or jab the nozzle of the medication tank with a
pin, brush or any sharp object.

* Do not use a microwave oven, dish dryer or hair dryer to dry the device or the
parts.

¢ Do not use an autoclave, EOG gas sterilizer or low temperature plasma sterilizer.
¢ When disinfecting parts by boiling, make sure that the container does not boil
dry. Otherwise it may result in a fire and damage the parts.

¢ Do not boil vaporizer head together with objects other than applicable nebulizer
accessories.

Cleaning
1. Cleaning Nebulizer Kit (Inhalation top, medication tank ), Mouthpiece and
Vaporizer head

a. Disassemble all components except the main unit.
b. Prepare mild detergent.
c. Rinse all components with regular cold drinking water (around 20°C) for
approximately two minutes.
d. Use mild detergent to clean each part. The cleaning time is about five
minutes.
e. After cleaning with mild detergent, rinse with cold drinking water (about 20
°C) for about two minutes.
f. After the cleaning operation is completed, place all parts in a room
temperature environment to completely air dry for about two hours.

16



Mouthpiece is intended for daily cleaning if used and is valid for three months
and a cleaning limitation of 1000 cycles.

2. Nebulizer Device
a. Wipe the device with a clean towel moistened with dringing-quality
water.
b. Wipe the device dry with a clean, dry towel.
Recommend to wipe the device on a daily bases.

Disinfecting
1. Disinfecting Nebulizer Kit (Inhalation top, medication tank ), Mouthpiece and
Vaporizer head
a. Prepare common household cooking pot.
b. Boil tap water and allow it to cool naturally to 70°C or below.
c. Put the Mouthpiece/Inhalation Top/Medication Tank/Vaporizer Head into
the aforementioned warm water.
d. Soak for 5 minutes.
e. When the time is up , remove the accessories from the boiled water and let
them air dry completely at room temperature for about two hours.

Mouthpiece is intended for daily disinfecting if used and is valid for three
months and a cleaning limitation of 1000 cycles.

2. Mask
a. Prepare alcohol swabs.
b. Use an alcohol swab to wipe the face shield, covering the entire surface
area of the face shield.
Mask is intended for daily cleaning if used and is valid for three months and a
disinfecting limitation of 100 cycles.

CAUTION:
* Do not wash or clean the air filter. If the air filter becomes wet, replace it. Damp
air filters can cause blockages.
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Technical Specification

Type: Compressor nebulizer

Particle Size: 2 - 5 um

Nebulization Rate: approx. 0.3 + 0.15/-0.05 ml/ min (0.25~0.45 ml/min)
Noise: < 65 dB(A)

Medication Cup Capacity : max. 8ml

Power Supply : 5V/2A

Enclosure Degree of Ingress Protection : P22

Dimension : approx. 77.6(L) x 79.3(W) x 241.3(H)mm (for mouthpiece)
Weight : approx. 245g +/- 5%

10. Operating conditions:

+10 °C to +40 °C (50-104 °F)

10% to 95% relative humidity (non-condensing)

LR NOUVAEWN R

Atmospheric pressure : 700-1060 hPa
1

[N

. Storage conditions:
-20°Cto +60 °C (-4 - 140 °F)
10% to 95% relative humidity (non-condensing)
Atmospheric pressure : 700-1060 hPa
12. Lifetime : 500 hrs
13. Shelf Life : 3 years
14. Content: Device x 1, Manual x 1, USB Type-C cable, Adult Mask x 1,
Child Mask x 1, Mouthpiece x 1, FILTER x 5, Air Hose x 1

w N
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Consult your physician or doctor if
You have the following medical symptoms or medical history
What may interact with this medication? Albuterol or Salbutamol

Amphetamines (e.g., dextroamphetamine, lisdexamfetamine)
Antiarrhythmics (e.g., amiodarone, dronedarone, procainamide)

Antipsychotics (e.g., chlorpromazine, haloperidol, ziprasidone)

Atomoxetine

Beta-blockers (e.g., carvedilol, propranolol, labetalol, nadolol, sotalol)
Caffeine

Cannabis

Chloroquine

Cisapride

Decongestant eye drops and nose sprays (e.g., naphazoline, oxymetazoline,
xylometazoline)

Disopyramide

Diuretics

Epinephrine

Fast-acting bronchodilators (e.g., salbutamol, terbutaline)

Linezolid

Long-acting bronchodilators (e.g., formoterol, salmeterol)

Medications for colds

Medications for depression or for emotional or psychotic conditions

Medications for weight loss including some herbal products

Methadone

Methylphenidate

Midodrine

Modafinil

Monoamine oxidase inhibitors (e.g., phenelzine, tranylcypromine, moclobemide,

.

rasagiline, selegiline)
« Nabilone

¢ Ozanimod

¢ Pentamidine
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Protein kinase inhibitors (e.g., lenvatinib, selpercatinib, vandetanib)
Quinine

Some antibiotics like clarithromycin, erythromycin, levofloxacin, and linezolid

Some heart medications

Steroid hormones like dexamethasone, cortisone, hydrocortisone

Theophylline

Thyroid hormones
Tricyclic antidepressants (e.g., amitriptyline, desipramine, nortriptyline)

What may interact with this medication? Terbutaline
Do not take the medication with any of the following:

Adrenalin (epinephrine)

amitriptyline
Atarax (hydroxyzine)

doxepin

hydrochlorothiazide
labetalol

Lasix (furosemide)

metoprolol

monoamine oxidase inhibitors

phenelzine

Phenergan (promethazine)

Pitocin (oxytocin)

selegiline

Symbicort (budesonide / formoterol)

tricyclic antidepressants,

Zofran (ondansetron)

If you experience these side effects

Contact your physician or doctor immediately; your pharmacist may be able to
advise you on managing side effects.

« Change in taste sensation or a bad taste in the mouth

* Changes in blood pressure
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Common cold (runny nose, nasal congestion, sore throat, Coughing)
Constipation

Cramps weakness,

Diarrhea

Difficult or painful urination

Dizziness

Dry mouth
Feeling weak,

Symptoms of glaucoma (e.g., blurred vision, seeing halos of bright colours
around lights, red eyes, increased pressure in your eyes, eye pain or discomfort)
Headache

Hoarseness

Loss of appetite
Muscle pain, weakness, or spasms

Mental disorder;

Nausea

Nervousness

Respiratory infection

Sweating

Thrush—white patches in the mouth

Tremor

Trouble in swallowing or breathing

Trouble sleeping

Voice changes

Vomiting

Wheezing after inhalation;

Seek immediate medical attention

If any of the following occur, stop taking the medication:
« sudden blurred vision or eye pain

« fastorirreqular heartbeat

«_increased shortness of breath or wheezing, breathing difficulties or shortness of

breath becomes worse
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signs chest pain or heart attack (e.g., sudden chest pain or pain radiating to back,
down arm, jaw; sensation of fullness of the chest; nausea; vomiting; sweating;

anxiety)
signs of a serious allergic reaction (e.g., abdominal cramps, difficulty breathing,
nausea and vomiting, or swelling of the face and throat)

skin rash or hives
increased Medication Dosage Required or you don’t get the same benefit from
your medicine as you did before;

difficulty with urination
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Troubleshooting

In case of an unexpected behavior of your device check with the troubleshooting
table if you find the issue in the column “Problem” and follow the instructions in

the column “Solution”.

Problem

Cause

Solution

After turning on the
power switch, the
device does not move.

The AC adapter is not
plugged into an
electrical outlet.

Turn the power switch
off. Plug the AC adapter
into an electrical outlet.
Turn the device on.

No nebulization or low
nebulization rate when
the power is on.

There is no medicine in
the medicine tank

Improper amount of
medicine in the
medicine tank.

Add the correct amount
of prescription
medication to
medicine tank.

The nebulizer kit is not
correctly assembled.

Make sure the nebulizer
kit is correctly
assembled and the
inhalation accessory is
correctly attached.

The vaporizer head is
blocked.

Clean and disinfect the
nebulizer kit to remove
the blockage.

The nebulizer kit is
tilted at an incorrect
angle.

Hold the nebulizer kit
correctly. Do not tilt the
nebulizer kit.

The air filter is dirty.

Replace the air filter
with a new clean air
filter.
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EMC Tables

NEG60 is intended for use in the electromagnetic environment specified below. The
customer or the user of NE60 must make sure that it is used in such an

environment.

Guidance and manufacturer’s declaration - Electromagnetic emissions

Phenomenon

Professional healthcare
facility environment a)

HOME HEALTHCARE
ENVIRONMENT a)

Conducted and radiated
RF MISSIONS

CISPR 11

Group 1 Class A (Not BLE
Function)

Group 2 Class A (With BLE
Function)

CISPR 11

Group 1 Class B (Not BLE
Function)

Group 2 Class B (With
BLE Function)

Harmonic distortion

Not applicable b)

(Note: Power by Battery or DC Input)
Only the AC input needs to be tested

Voltage fluctuations and
flickering

Not applicable b)

(Note: Power by Battery or DC Input)
Only the AC input needs to be tested

a) The equipment is suitable for use in Home Health Environments and
Professional Health Care Environments limited to patient rooms and respiratory
treatment facilities in hospital or clinics. The more restrictive acceptance limits of
Group 1 Class B (CISPR 11) have been considered and applied. The equipment is
suitable for use in the mentioned environments when directly connected to the

Public Mains Network.

b) The test is not applicable in this environment unless the ME EQUIPMENT and
ME SYSTEM used will be connected to the PUBLIC MAINS NETWORK and the
power input is otherwise within the scope of the Basic EMC standard.

Guidance and manufacturer’s declaration - Electromagnetic immunity - Enclosure

port
Phenomenon Basic EMC Immunity test levels
standard or test |Professional HOME HEALTHCARE
method healthcare ENVIRONMENT
facility
environment
ELECTROSTATIC IEC 61000-4-2 + 8kV contact
DISCHARGE + 2 kV, +4kV +, +8 kV, +15 kV air
Radiated RF EM IEC 61000-4-3 a) 10 V/m b) 80MHz - 2.7 GHz
fields 80% AM at 1kHz
Proximity fields IEC 61000-4-3 COMPLIANT
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from RF wireless
communications
equipment

NOTE: Further information about distances
to be maintained between portable and
mobile RF communications equipment
(transmitters) and the NE60 can be
requested from supplier using the contact
information provided in this manual.
However, it is advisable to keep the
equipment at an adequate distance of, at
least, 0.5 m from mobile phones or other
RF communications transmitters to
minimize possible interference.

RATED power
frequency
magnetic fields.

IEC 61000-4-8

30A/mc)
50 Hz or 60 Hz

a) The equipment is suitable for use in Home Health Environments and
Professional Health Care Environments limited to patient rooms and respiratory
treatment facilities in hospital or clinics. The more restrictive IMMUNITY
acceptance limits have been considered and applied.

b) Before modulation is applied.
c) This test level assumes a minimum distance of at least 15 cm between the ME
EQUIPMENT or ME SYSTEM and sources of power frequency magnetic fields.
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Explanation of Symbols

Ce

2797

The CE marking with the Registration Number of the Notified
Body. This denotes the compliance of Regulation (EU) 2017/745

Medical Device

Manufacturer

EE

Authorized representative in the European Community

E
=

Swiss authorised representative (CH-REP)

&

Date of manufacture
(YYYY-MM-DD or YYYY-MM)

-
(o]
—

Batch code (YYMMWWWW)
WWWW: working sheet no.

Serial number (YYMWWWXXXXX)
WWW: working sheet no.; XXXXX: serial no.

o

Keep dry

Temperature limit

Humidity limitation

Atmospheric pressure limitation

Caution

Consult the instruction for use

(O[> s~

Disposal information: Should you wish to dispose of the article,
do so in accordance with current regulations. Details are
available from your local authority. WEEE 2012/19/EU Directives
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This product fulfilling the requirements of the RoHS Directive

RoHs 2011/65/EU.
This product fulfilling the requirements of the REACH Directive
EC 1907/2006 and its amendments, do not contain Substances of
REACH Very High Concern in concentration above the limit of 0.1 %. No

substance(s) is/are present in the parts of the product above the
concentration of 0.1 % weight by weight.

Stand-by; power

>

R

Device classification type BF

A/
.

YA
P

Keep away from sunlight

IP 22

This product meets the basic safety and essential performance
requirements indicated in the IP22 conditioning test (protection
against solid foreign objects of 12.5mm @ and greater and
against vertically falling water drops when enclosure tiled up to
15°)

The empty, completely flat batteries must be disposed of
through specially designated collection boxes, recycling points or
electronics retailers. You are legally required to dispose of the
batteries.

Importer

R o4

Distributor

Model Number

%gqil:

Country of Manufacturer

Unique Device Identifier

Electronic IFU available at http://www.avita.com.tw

NEGOP-23009AV_V2
Jan, 29" 2026
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