


6. Attach the medication chamber and put on the protective cap.

Store all parts in a clean place.
The medication chamber is a maintenance part and does not carry any warranty.
Under normal conditions, the lifetime of the medication chamber is approximately
6 months (based on H&L's reliability test results — three times usage per day or 30
minutes per day). However, the nebulization performance may start deteriorating in
less than 6 months depending on the way you use it or the use of certain types of
medication. If the nebulizer cannot nebulize or the nebulization rate decreases
significantly after cleaning, you must replace the medication chamber with a new
one. (If you want to purchase a medication chamber, please contact the retailer
from which you purchased the product or any nearby retailers.)
7. Accessory Durability and Replacement Recommendations
Medication chamber/ mouthpiece/ inhalation mask are expected to replace every 6
months after unsealing. Accessories are intended to use with device 10 minutes
per time / 3 times usage per day.

How to disinfect chamber and accessories

Before disinfecting, please follow the How to clean after using section to clean
and request that the disinfecting action be performed at the following time.

- Before using the unit for the first time

- After a long period of not used or after use

- Every day during normal use

Disinfection method:

Please put medication chamber, mouthpieces, and other accessories (excluding

the main unit) into 70~75% alcohol and soak for about 1 minute, then discard the

soaked alcohol, rinse with the purified water or distilled water (room temperature),

air drying it on a clean, lint-free tissue or fluff. Or use a lint-free tissue or lint-free

cloth to dip in 70-75% alcohol to clean the chamber and mouthpiece and then rinse

with the purified water or distilled water (room temperature), place it on a clean

lint-free tissue or lint-free cloth.

NOTE

1.Due to the complexity of the actual use of drugs and cleanliness, it will still affect the
disinfection effect. It is recommended that users replace the relevant accessories
depending on the actual use conditions and the recommended use period.

2.1f the device is not properly and frequently cleaned and disinfected, microorganisms
may remain in the device, posing an infection risk.

3.Alcohol is a highly flammable substance. Keep away from fire when using it.

4.Repeat disinfecting steps if see residual.

How to replace the medication chamber
1. Remove the medication chamber from the nebulizer:

Press the PUSH button on the rear side of the main unit, and push the medication
chamber toward the front side of the main unit.
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- @ Press

Attention

® To avoid damaging the nebulizer,
please ensure the PUSH button is
pressed down before pushing the
medication chamber forward.

® To avoid rupturing the mesh, please do
not poke it with your finger or other
foreign object.

Push forward

2. Re-attach the medication chamber to the nebulizer
Attach the medication chamber correctly as shown in the figure.
Attention
® Please ensure that the medication chamber is
attached correctly; otherwise, it may result in a
bad connection and cause the nebulizer to not
function properly.
® Please keep the electrodes of the main unit and
medication chamber clean; otherwise, the
nebulizer may not function properly.
® Please clean the medication chamber before
use.

How to carry the nebulizer
Please follow the steps below to dismantle the components first.
Then, store them in the carrying pouch for carrying.
1. Dismantle the nebulizer:

Please remove the mouthpiece or connecting
tube and inhalation mask as shown in the figure.

2. Put on the protective cap:

Please put on the protective cap as shown in the
figure. This will protect the nebulizer from
possible damage during carrying.

3. AC/DC adapter (Optional):

For easy carrying, please bind the AC/DC
adapter and its electric wire together with a
ribbon band as shown in the figure.

4. Place the main unit and associated parts into
the carrying pouch for carrying or storage.

Attention

® Please do not carry the nebulizer that still contains
medication or water. The medication may leak and damage
or stain the nebulizer.

@ Do not store the nebulizer in an area under high temperature
or humidity, or in direct sunlight. [ ]

Troubleshooting

Please refer to the table below to troubleshoot any problems you may encounter when

using the nebulizer.

Solutions

Problems Possible Causes
Extremely low |Medication chamber is not completely
nebulization. ~|attached

Re-attach the medication chamber correctly and restart the power.
(See How to assemble the nebulizer  section)

No contact between medication and
mesh for more than 10 seconds.

Adjust the nebulizer's angle so the medication can come in contact.
(See How to operate the nebulize T section)

Mesh of medication chamber is clogged

Clean the medication chamber. If it still cannot be used after
cleaning, please replace with a new medication chamber.
(See How to clean after using _section)

Electrodes on medication chamber are
clogged with medication o water.

Clear the electrodes of clogged medication or water and restart the
power. (See How to clean after using ~ section)

Electrodes on nebulizer and medication
chamber are stained.

Remove the stains and restart the power.
(See How to clean after using _section)

After tuming | Medication chamber is not completely

Re-attach the medication chamber correctly and restart the power.

second and then |No contact between medication and mesh.

power on, attached (See How to assemble the nebulizer seciion
ﬁgorv‘vgrf (\)r:d(;ﬁzmr No medication in medication chamber. Fs‘"eg‘amfo‘ﬁ'fh“ nto the medicalion chamber

‘Adjust the nebulizer's angle so the medlcauon can come in contact.
(See How to operate the nebulizer _section)

on nebulizer and
goes out. chamber are stainet

Remove the stains and restart the power.
(See How to clean after using _section)

Power indicator|Batteries installed backwards.
is not lit and
nebulizer is not

Re-install the batteries in the correct orientation and restart the
er.

(See How to connect to the power supply _section)

nebulizing. Low battery power.

Replace with new batteries and restart the power.
(See How to connect to the power supply _section)

Incorrect connection of AC/DC adapter to
nebulizer.

Re-connect in the correct manner and restart the power.
(See How to connect to the power supply  section)

Power indicator| Low-power indicator is lit constantly,
is lit and insufficient battery power, or battery has run

nebulizer is

Replace with new batteries and restart the power,
(See How to connect to the power supply  section)

out.
not nebulizing, | RUPTe Of mesh of medication chamber.

Replace with a new medication chamber and then fill in the
medication.

(See How to replace the chamber section)

Electrodes on medication chamber are
clogged with or water.

Clear the electrodes of clogged medication or water and restart the
power. (See How to clean after using _section)

Electrodes on nebulizer and medication
chamber are stained.

Remove the stains and restart the power.
(See How to clean after using _section)

Mesh of medication chamber is severely
clogged.

If it still cannot be used after cleaning, please replace with a new
medication chamber.
(See How to clean after using _section)

Nebulizer shuts|Medication chamber is loosened and not
offin usage. _|completely attached.

Re-attach the medication chamber correctly and restart the power.
(See How to assemble the nebulizer section)

Connection of AC/DC adapter to nebulizer is
loosened.

Re-connect in the correct manner and restart the power.

(Please reference How to connect to the power supply _section)

Medication has run out.

Fil the medication into the medication chamber,
(See How to fill the section)

No contact between medication and mesh
for more than 10 seconds.

Adjust the nebulizer's angle so the medication can come in contact.
(See How to operate the nebulizer _section)

Nebulizer is being shaken in the use.

Hold the nebulizer in the hand stably.
(See How to operate the nebulizer _section)

Medication chamber is broken.

Replace with a new medication chamber and then fil in the
medication. (See How to replace the medication
chamber section)

The voltage of the nebulizer drops rapidly

Restart the power.(See How to operate the nebulizer _section)

Nebulizer does |Some type of medications for nebulization
maybe cause to produce a lot of foam in the

Clean the foam and restart the power.

(See How to operate the nebulizer _section)
not Sh”" 0"” chamber.
automatically  Eiectrodes on medlcallon chamber are Clear the electrodes of clogged medication or water and restart the
while clogged with power. (See How to clean after using _section)
on nebulizer and Remove the stains and restart the power.
depleted. chamber are stained. (See How to clean after using section)
Medication chamber is broken. Purchase and replace with a new medication chamber.
(See How to replace the chamber section)
Nebulizer Some type of medications for nebulization | Clean the foam and restart the power.
does not maybe cause to produce a lot of foamin | (See How to operate the nebulizer _section)
the
start
Electrodes on medication chamber are Clear the electrodes of clogged medication or water and restart the
clogged with or water. power. (See How to clean after using _section)
Electrodes on nebulizer and medication Remove the stains and restart the power.
chamber are stained. (See How to clean after using _section)
Medication chamber is broken. Purchase and replace with a new medication chamber.
(See How to replace the chamber section)
Overflow of Rupture of medication chamber or ageing of |Replace with a new medication chamber and then fil in the
medication silicone ring medication.
(See How to replace the medication chamber section)
from medication
chamber.

If your nebulizer still does not function properly after trying the solutions mentioned above, please contact the retailer from which you

purchased the product.

Device Information

Declaration/ Attention

When user(s) wants to verify the overall performance of the device, Saline water is the only recommended liquid

to identify our quality responsibility. Any other liquid or medications results may vary.

Repair or service cost will be at the user(s) account if any one of the following conditions happens during the

period of warranty:

1. Does not follow the instruction manual and/ or does not operate properly which may cause misuse or abuse

circumstances,
2. Alteration and/ or modification to the product,

Technical data

Technical data for Health & Life HL100R nebulizer kit: (According to Test Report_Aerosol
output rate pdf.)
Particle Size:
Nebulization Rate:
Aerosol Output:
Aerosol Output Rate:

MMAD U 5.5 microns (2ml, 2.5% NaF)
0.2~1.0 ml/min (by weight loss)

U 1.2 ml (2ml,1% NaF)

U 0.2 ml/min (2ml,1% NaF)

Note:

gPerformance may vary with different drugs such as suspensions or high viscosity.
See drugs supplier’s data sheet for further details.

gThe data above is referenced by Health & Life.

gMMAD = Mass Median Aerodynamic Diameter.

Particle size distribution compliant with EN ISO 27427:2019
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AeroDynamic Diameter (um)
Effective Cumulative fraction (3) Mean collected mass Mean mass
stage No. cutoff dia. per minute for each ~ fraction for
(um) Testl Test2 Test3 Test4 Mean stage (ug/min)  each stage (%)
8 0.53 045 | 045 | 047 052 | 0.47 3.18 0.48
7 0.93 556 | 6.21 | 556 5.85 5.79 35.65 5.34
6 16 2223 | 22.72 | 22.70 | 22.64 | 22.57 112.38 16.83
5 35 61.44 | 61.19 | 61.56 | 61.34 | 61.38 260.00 38.95
4 6 88.37 | 88.19 | 88.31 | 88.10 | 88.24 179.95 26.96
3 9.8 94.29 | 93.95 | 94.12 | 94.01 | 94.09 39.20 5.87
2 14.8 96.55 | 96.41 | 96.63 | 96.57 | 96.54 16.40 2.46
1 21.3 99.64 | 99.62 | 99.62 | 99.68 | 99.64 20. 78 3.11

Total 667.5!
Test result of cascade impact or measurements for particle size wnh Health & Life HL100R.

Accessories / Optional parts

Accessories / Optional parts are shown below. If you wish to purchase any of them, please
contact the retailer from which you purchased the nebulizer.

HL100R-MC: HL100R-MA: HL100R-MB: HL100R-PC: HL100R-MP:
Inhalation mask Inhalation mask (Adult) Medication Protective Cap Mouthpiece
(Child) with with Connecting Tube Chamber
Connecting Tube (Optional)
(Optional)

HL100R-CP:

USB to DC Cable

w%

A testing per EN ISO 27427:2019 demonstrating that the performance of all the components of HL100R shown
as above is consistent with the requirements. Also, for those optional accessories are in conformity with the
essential requirements of the European Medical Device Directive.

Note:

This Nebulizer complies with the EC Directive (93/42/EEC) and bears the CE mark.
This nebulizer also complies with mainly following standards (included but not limited)

Carrying Pouch

AC/DC Adapter (Optional)

C€nyr
Safety standard:

EN 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety and essential performance
EMC standard:

Appendix: EMC information

Guidance and manufacturer's declaration — electromagnetic emissions

used in such environments:

The device is intended for use in the electromagnetic environments listed below, and should only be

Emissions test Compliance Electromagnetic environment — guidance

RF emissions Group 1 RF energy is used only to maintain device's operation.

CISPR 11 Therefore, its RF emissions are so low that it's not likely to
cause any interference in nearby electronic equipment.

RF emissions Class B The device is suitable for use in all establishments, including

CISPR 11 domestic and those directly connected to the

Harmonic emissions Class A public low-voltage power supply network

|EC 61000-3-2 that supplies buildings used for domestic purposes.

Voltage fluctuations/ flicker Complies

emissions IEC 61000-3-3

Guidance and manufacturer's declaration — electromagnetic immunity

used in such environments:

The device is intended for use in the electromagnetic environments listed below, and should only be

transientburst power supply |power supply

Immunity IEC 60601 Compliance | Electromagnetic environment — guidance
test test level level
Electrostatic + 8 kV contact + 8 kV contact In the case of air discharge testing, the climatic conditions shall be
discharge (ESD) within the following ranges:
IEC 61000-4-2 + 15 kV air + 15 kV air Ambient Temperature: 15°C ~ 35°C,
Relative Humidity: 30%~60%.
Power frequency |30 A/m 30 Alm Power frequency magnetic fields should be at levels characteristic of
(50 or 60 Hz) 50 or 60 Hz 50 or 60 Hz a typical location in a typical commercial or hospital environment.
magnetic field
|IEC 61000-4-8
Electrical fast + 2KV for + 2 kV for Mains power quality should be that of a typical commercial or hospital

environment.

voltage variations
on power supply
input lines

IEC 61000-4-11

At 0°,45°,90°, At 0°,45°,90°,
135°,180°,225°, |135°,180°,225°,
270°and 315°.0 %|270°and 315°.
UT; 1 cycles 70 %|0 % UT; 1 cycles
UT; 25/30 cycles |70 % UT;

IEC 61000-4-4 lines lines
£ 1kV for = 1KV for
lines lines
Surge AC Power port__|AC Power port | Mains power quality should be that of a typical commercial or hospital
IEC 61000-4-5 +1 KV Line to +1 KV Line to environment.
Line Line
interruptions and 0% UT; 0.5 cycle |0% UT; 0.5 cycle | Mains power quality should be that of a typical commercial or hospital

environment. If the user of the device requires continued operation
during power mains interruptions, it is recommended that the device
be powered from an uninterruptible power supply or a battery.

25 cycles 0 % UT;

UT; 250/300 cycle|250 cycle
Conducted RF 3V rms 3V rms Portable and mobile RF communications equipment should be used
IEC 61000-4-6 At0.15-80 MHz  |At 0.15-80 MHz no closer to any part of the device, including cables, than the

6V rms. 6V rms recommended separation distance calculated from the equation

At ISM & Radio  [At ISM & Radio applicable to the frequency of the transmitter.

Amateur Freq.  |Amateur Freq.
Radiated RF 10 V/m at 10 Vim at Recommended separation distance
IEC 61000-4-3 80-2700 MHz 80-2700 MHz Considering to reduce the minimum separation distance, based on

(Proximity fields AM AM RISK

And 9-28V/m at
385-6000MHz,  |385-6000MHz,
Pulse Mode and |Pulse Mode and
other Modulation. |other Modulation.
The system shall | The system shall

from RF wireless And 9-28V/m at
communications
equipment

IEC 61000-4-3)

be tested as be tested as
specified in specified in
IEC60601-1-2 IEC60601-1-2
Table 9 for Table 9 for
proximity fields proximity fields

from RF wireless |from RF wireless

that are appropriate for the reduced minimum

separation distance. Minimum separation

distances for higher IMMUNITY TEST LEVELS shall be calculated
using the following equation:

E=6d/P

where P is the maximum power in W, d is the minimum separation
distance in m, and E is the IMMUNITY TEST LEVELS in V/m.

Field strengths from fixed RF transmitters, as

determined by an electromagnetic site survey,a should be less than
the compliance level in each frequency range.b

T, and using higher IMMUNITY TEST LEVELS

using using
the test methods  [the test methods
specified in specified in

IEC 61000-4-3 IEC 61000-4-3

marked with the following symbol:

may occur in the vicinity of equipment

Q)

structures, objects and people.

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in al situations. Electromagnetic propagation is affected by absorption and reflection from

EN 60601-1-2 Medical electrical equipment part 1-2: General requirements for safety- Collateral standard:
compatibility- Requirements and tests

Performance standards:

EN ISO 27427:2019 and —
AC Adapter Supplier: FranMar ntermational Inc

systems and

Explanation of Symbols

reorienting or relocating the device.

a. Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios,
amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the
due to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured
field strength in the location in which the device is used exceeds the applicable RF compliance level above, the device should be
observed to verify normal operation. If abnormal performance is observed, additional measures may be necessary, such as

b.Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m

Test specifications for enclosure port immunity to RF wireless communications equipment.

3. Environmental conditions (e.g. fire, or other natural disasters), Symbol Explanation Health & Life Information Test frequency -
4. Error result/ failure from human factors, Modulation IMMUNITY TEST LEVEL (V/m)
5. Parts or components not produced by original manufacturer. c € CE conformity marking (MHz)
7 : 0197 | otied Body (NB) number 385 Pulse modulation 18 Hz? 27
Sp ecl fl cations D | reertomsmucion manuai booker 450 FM = 5 kHz deviation 1kHz sine® 28
Product Name Vib-Mesh Nebulizer @ I Ieraly povered s 710
Model HL100R o o e e oating aror Ogen 745 Pulse modulation 217 Hz @ 9
Method of Operation Ultrasonic ) Single patient multple use 780
Dimensions Approx. 66.6 mm (L) x 41.7 mm (W) x 93.5 mm (H) §* To avoid inaccurate by Panabie (includ n d extemal 810
Weight Approx. 82+3g (Exclude batteries) electromagnetc interference. Dot o D ek Cou g o 10 oY Pt of thedevice Ohehfse,degradaton of e 870 Pulse modulation 18 Hz @ 28
Power Supply 1. DC 3V, AA “LR6" (1.5V) Alkaline Battery x 2 e 930
2. ACIDC Adapter: Input: AC 100240V, 50/60 Hz; Output: DC T [ S ———————————— 720
5V, 1.2A T oo e o e i 9
Power Consumption Approx. 2.5 W g] e g s > i ig‘;g Pulse modulation 217 Hz 28
Recommended Fill Volume Approx. 8 ml maximum Date of manufacture YYYY-MM .
- )
Approx. 0.5 ml minimum AT e e Evopean T ggig Pulse modulation 217 Hz ¥ 28
Battery Life Up to approximately 1.5 hours if used continuously. Serial number YYMMXXOOX. .
(Use 2 AA “LR6” (1.5V) alkaline batteries) Batch Code 2vmoxx 5500 Pulse modulation 217 Hz @ 9
Warranty 2 years (Excluded medication chamber) Importer —if applicable with Name and address 5785
NOTE:

Product Life (Main Unit)

5 years or 5500 times (3 times usage per day)

Distributor-if applicable with Name and address

Medication chamber Life

6 months after unsealing

Mouthpiece Life

6 months after unsealing

Ingress Protection Rating Ingress Protection degree provided by IEC 60529

Hurmidity limitation

Inhalation Mask Life

6 months after unsealing

Temperature limit

If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting antenna and the ME EQUIPMENT or
ME SYSTEM may be reduced to 1 m, The 1 m test distance is permitted by I[EC 61000-4-3.

actual it would be worst case.

a). The carrier shall be modulated using a 50% duty cycle square wave signal
b). AS an alternative to FM modulation, 50% pulse modulation at 18 Hz may be used because while it does not represent

Operating Conditions

5°C~40°C (41°F~104°F), 15~93%R.H., non-condensing

Atmospheric pressure: 700hPa~1060hPa

Storage / Transportation
Conditions

-25°C~70°C (-13°F~158°F), U93%R.H., non-condensing

Accessories

Protective cap, mouthpiece, alkaline batteries, carrying pouch,

instruction manual.

Inhalation mask (Child) with connecting tube (optional),
Inhalation mask (Adult) with connecting tube (optional),
AC/DC adapter (optional)

The nebulizer gives off the high frequency sound and shuts off automatically if the medication is not in contact with the mesh of the
medication chamber for more than 10 seconds (time varies for different types of medication) or the medication is depleted.

Atmospheric pressure limitation

Non-ionizing electromagnetic radiation

Medical Device

Keep away from sunlight

Country of manufacture

wl Manufacturer: HEALTH & LIFE CO., LTD.
9F, No. 186, Jian Yi Road, Zhonghe District, New Taipei City 23553, Taiwan
www.healthandlife.com.tw
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