GINA MESH NEBULIZER ENGLISH

PROFESSIONAL MEDICAL PRODUCTS

INSTRUCTION

Thank you for purchasing the NB-813C mesh nebulizer.

Intended use: This product is a mesh nebulizer system designed to aerosolize medications for
inhalation by the patient.

Indications: This mesh nebulizer was developed for the successful treatment of asthma, allergies
and other respiratory disorders.

Working principle: When the device is turned on, circuit auto-excitation vibration drives the ceramic
wafer and metal mesh vibrating with a high speed, which makes the liquid on the surface of metal
mesh water inlet rapidly pop out of the micro mesh, in the form of sprays to be inhaled by patients.

Applicable people: The device can be used with adult or pediatric patients.

Applicable places: hospitals, clinics, home.

Contraindications: None.
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SAFETYINFORMATION

READ ALL WARNINGS AND INSTRUCTIONS BEFORE YOU USE THIS DEVICE.

As with any medical device, this product may become unusable due to an electrical outage, battery

depletion, or mechanical impaction. We recommend that you have a backup device available to you.

When you use electrical products, always follow basic safety precautions. As with any electrical

device, take particular care around children.

WARNINGS

* Only use this device with medications prescribed by your doctor.

* The nebulizer is only intended for respiratory therapy, and any other application of this device
is improper and dangerous. The manufacture is not liable for any damage caused by improper or
incorrect use.

* Do NOT share your nebulizer with others. This product (included mask mouthpiece) must only be
used by a single patient.

* Clean and disinfect the nebulizer head and accessories (mouthpiece or mask) according to the
section-CLEANING AND DISINFECTION. Be sure the nebulizer head and accessories have been
properly cleanecand disinfected before use to avoid possible contamination.

* The patient is the intended operator the nebulizer. Adult supervision is required when this device
is used by children and individuals who require special assistance.

* To avoid the risk of entanglement and strangulation, store device and cables out of the reach of
small children.

* Do not service or maintain the device while in use with patient.

 For safety reasons, always disconnect the Type-C cable from the Type-C port under the following
circumstances:

-if the power adapter is damaged




-if a malfunction occurs during operation
-before cleaning the device
-immediately after use
© The product must not be operated if a fault is suspected.
* Do not keep product and accessories in a damp environment. Contamination and residual moisture
encourage the growth of bacterial and increase the risk of infection.
¢ Do NOT handle the power adapter with wet hands.e This device is for human use only
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1. Nebulizer head 5. ON/ OFF button
1a.Cover 6. Type-C port
1b. Lock 7. Disassembly button
1c. Medicine cup 8. Mouthpiece
1d. Aerosol head 9. Adult Mask
2. Electrode 10. Child Mask
3. Main Unit 11. Type-C able
4. Power indicator 12. Adapter(optional)

NOTE

The patient should choose the suitable size of mask based on their face size.

The mouthpiece (8) and masks (9 and 10) are not disposable accessories.

Considering these accessories will age as the number of uses increases, please replace them every
six months.

Optional AC adapter technical feature:

Model: YS5M-0500500

Input : 100-240V 50/60Hz

HOW TO POWER THE DEVICE

NB-813C can be powered by built-in lithium battery or DC power supply. DC power supply should
meet the requirement (DC 5V, 0.5A). The battery can be charged through the Type-C port.

When the device powered by battery, the indicator lights green steadily means the main unit running
normally. When the battery voltage is too low to support working normally, the indicator will turn
yellow steadily and the device will shut down in 1 minute. You should connect DC power supply to
continue aerosol therapy and charge the battery at the same time.

It is recommended to charge the battery when the device is turned off. Inshutdown state, the
indicator flashes blue when charging, and stays blue when the battery is fully charged. It takes about
2.5 hours for the battery to go from empty to fully charged.

When the device powered by DC power supply and working normally, the indicator lights green
steadily and won’t turn yellow during use.

For other content, please refer to the chapter: PREPARING FOR USE



WARNING

« If your skin or eyes encounter fluid from a rechargeable battery cell, flush out the affected areas with
water and seek medical assistance.

* Protect batteries from excessive heat.

IMPORTANT

* Do not pull out the batteries from the nebulizer. Do not disassemble split or crush the batteries.
Never throw batteries into a fire.

* Batteries must be charged correctly prior to use. The instructions from the manufacturer and the
specifications in these instructions for use regarding correct charging must be observed at all time

NOTE

* Fully charge the battery prior to initial use.

* In order to achieve as long a battery service life as possible, chargethe battery every 6 months if the
device is not used for a long time.

PERIODIC BATTERY MAINTENANCE

It is recommended to charge the batteries once every 6 months if the device is not used for a long
time.

The method is described as follows:

1. Take out the device. The device doesn’t need to connect mouthpiece, mask and other accessories.

2. Add tap water into the medicine cup and switch on the device until the batteries is exhausted.

3. Charging the batteries for 2.5 hours.

Important

« If the device has been stored for more than 6 months and the batteries are not charged and
discharged, the batteries will be depleted due to self-discharge. Then there is a risk of leakage
result from over-discharged.

* The ambient temperature during charging should between 10°C-40°C

CAUTIONS

* Do NOT attempt to clean the mesh with any foreign objects, it may damage the mesh.

* Never use this device when ambient temperature is over 40 C. For more operating environment
requirements, please refer to the chapter SPECIFICATIONS.

SPECIFICATIONS

* Keep the device away from direct sunlight, excessive heat or cold to avoid damaging the batteries.

* Do NOT shake the nebulizer during operation.

* Avoiding any strong shock on the main unit and its components, e.g., falling on the ground.

* Do NOT attempt to open, repair or modify this device.

* Always use accessories as stated in this instruction manual only.

 Prior to use, make sure the device and its parts and components (e. g. mouthpiece and mask) are
correctly assembled as per this instruction manual. Follow local laws and recycling plans regarding
disposal or recycling of components, batteries and packaging.

* The waterproof grade of NB-813C is IPX5, the device can be flushed, but not be immersed in water
or other liquids.

* Do NOT wash the adapter or Type-C cable. If you spill liquid on the adapter, wipe it off immediately.

* When connected to power supply, check the supply voltage at power sockets correct and make
you’re plugging in will not cause overload.

* Disconnect it from power supply after the battery is fully charged and never leave an energized
device aside.

« If the temperature of the device storage is not at 10-40 °C, please let it stand for at least 30 minutes
before using.

PREPARING FOR USE
Take the device out of the packaging.
Remove all packaging material before using the device Different color power indicator meanings.

Status of the Power indicator Meaning of the status

Green steadily The device is running

Yellow steadily The voltage of the battery is too low
Blue steadily The battery is fully charged

Flash green The device enters cleaning mode
Flash yellow No medicine alarm

Flash blue The battery is charging




1. Power supply

Powered by lithium Battery

* Charge the battery before using the nebulizer for the first time.

* Charge the battery when its power is too low to support normal aerosoltherapy.

* The service life of battery is 500 times cycle. And the battery can notbe changed if it fails.

The battery can be charged by DC power supply which should meet the requirement (DC 5V, 0.5A).
Power by DC power supply

© Plug the Type-C end of the cable into the Type-c port of the nebulizer.

* When a mains adapter is chosen as DC power supply, plug the USB end of the cable into the
USB port on the adapter and insert the adapter into the socket.

* When a power bank or a laptop is chosen as DC power supply, plug the USB end of the cable
into the USB port of the power bank or laptop and then power on the equipment.
The power source should meet therequirement (DC 5V, 0.5A).

Notes:

* In the shutdown status, when the battery is charged, the power indicator flashes blue. As soon as
the battery is fully charged, the power indicator turns blue steadily.

* Once the battery is fully charged, disconnect the device from the power supply in time.

* To remove the adapter, disconnect the adapter plug from the socket first and then disconnect the
adapter cord form the DC Jack.

2.Trial Run

Whether you choose battery powered or DC powered, please try tap water before adding medicine,

power on and check whether the power indicator lights up or not. If it cannot be used normally,

please find the reason in time, see chapter-TROUBLESHOOTING.

Note:

Please select a medical adapter that complies with IEC/ EN 60601-1standard.

3. Cleaning the accessories

¢ Clean and disinfect the nebulizer head and accessories before using them for the first time after
purchase.

« If the device has not been used for a long period of time, please cleans and disinfects the
nebulizer head and accessories before using them.

* To prevent the risk of cross infection, different persons should never use the same nebulizer head
and accessories.

 For cleaning and disinfection methods, please refer to the following CLEANING AND
DISINFECTION chapter.

USING THE DEVICE

1. Install NebulizerFirst put the hinge of the nebulizer head cover into the groove on the topof the

main unit (as shown in Fig. 1), and then clip the nebulizer head intothe main unit in the direction

indicated in Fig. 2. When the sound of “Ka” is heard, it indicates that the installation is correct.

Fig1 Fig2

Note:

If you want to separate the main engine from the atomizing head, hold the “press” button and reverse
the operation steps just now.If you are not going to use the device right now, please place the
assembled device into clean and dry storage bag.

2. Open the medicine cup:
Hold the device and pinch the lock and snap it upward to open the medicine cup as Fig. 3.
3. Add medication:

Make sure that the indicator light is off before adding the medication. Add the quantity of medication
prescribed by your doctor, see Fig.4

Fig3 Figd



Note:

© The maximum and minimum volume of liquid is 6 ml (at max level mark) and 2 ml respectively.

* Do NOT exceed the limit (Max. 6 ml).

4. Close the medicine cup:

Hold the device and close the nebulizer cover, press the lock downwards with the thumb to the point
when you hear a “ka” sound which indicates a good closing state, see Fig.5.

5. Install accessories and performing the inhalation:

Install the mouthpiece: connect the mouthpiece to the outlet of nebulizer along the direction of
arrow, see Fig. 6.

Use the mouthpiece: bring the mouthpiece into mouth and close lips slightly to facilitate aerosol
medication flowing to the lesion position smoothly (see Fig.7) And then press the ON/OFF button.
Use the mask:

Connect the outlet of nebulizer and the mask successively along the direction of arrow (see Fig.8).
Keep the mask in slightly contact with or a little away from the patient’s face, then pull the elastic
belt to back of the head and secure it appropriately (see Fig.9). And then press the ON/OFF button.

1) In case of medication through nasal cavity, it is recommended to takea long breath through nasal
cavity and then exhale through mouth.

2) In case of medication through throat, it is recommended to take breath throuah mouth and then
exhale through nasal cavity.

3) You can alternate between both methods said above. If mask is used, gently press the mask
against the face so ttat it fits snugly over the mouth and nose.

Figs Figs Fig10

Note:

* For safety reasons, please choose the accessories we provide when you replace old ones.

* Use mouthpiece correctly and prevent the accumulation of medicationon the tongue.

* Do not swallow the aerosol medication and ensure the medication reaches the affected area.

 For effective aerosol therapy, you should be calm, relaxed and sit still.

The same when lying in bed for treatment. Discomfort posture and unsteady breathing may cause
blockage of the airway.

* Ensure correct posture when receiving aerosol therapy. Steady andslow deep breath will help
aerosol medication to be inhaled into the respiratory tract.

* The device will automatically shut down when the medication is used up.

* When there are many bubbles between the medication and the metal mesh the device is unable
to spray the aerosol. You can turn off the device first. Then gently shake the nebulizer. At last restart
the device (see Fig. 10)

* To ensure that the medication can be nebulized normally, keep the device vertical or tilt it slightly
toward the metal mesh. If an operating device is tilted to the extent that the liquid is not in contact
with the nebulizing head, the device will shut down after a delay time of 10 seconds (10 seconds is
the time for normal saline, other liquids will be different).

« Tilt the nebulizer slightly towards yourself until the solution is almost exhausted to make sure that
the residual solution contacting the mesh is nebulized completely.

* High viscosity solution may result in poor nebulization or clogging of the mesh. In this case, turn off
the power and rinse the accumulated solution on the mesh with distilled water.

* During operation be cautious not to shake the device because it may cause device malfunction,
such as automatic shutdown.

6.End of inhalation:

After the treatment is completed, press the ON/OFF button to shut down the device. Remove the
mouthpiece or mask from the nebulizer in an order reverse to the corresponding installation order.

Press and hold the “press” button to remove the nebulizer head for cleaning.
Pour off the residual medication and clean the device. For detail, please refer to the section-



CLEANING AND DISINFECTION.

REPROCESSING

Warning

Nebulizer head and accessories (mouthpiece or mask) should be cleaned and disinfected after every
application to prevent the growth of microorganisms, which increases the risk of infection.
Limitation on processing

The accessories can be reused 300 times.

Preparation

After every use, remove the mouthpiece or mask from the nebulizer head.

CLEANING
Cleaning
Clean the nebulizer head after every application.

1. Open the top cover of the nebulizer head to pour off the residual medication. Then add tap water
into the medicine cup and gently shake, at last pour out the water.

2. Enter Cleaning Mode:

Add tap water again and close the nebulizer head. Pressing the ON/OFF button and hold for 5
seconds, the indicator will flash green means the device enters cleaning mode then you can release
the button. After cleaning for 2-3 minutes, press the ON/OFF button to stop cleaning mode (If without
any operation in clean mode process, the device will automatically shut down after 10 minutes.
During this period, if there is low voltage or no water, the cleaning will also be interrupted.

3. Disconnect the Type-C cable from the main unit if use DC power supply. Remove the nebulizer
head from the main unit. Wash and rinse the nebulizer head with distilled water, the main unit does
not need cleaning. Shake off excess water and allow parts to be fully air dried on a clean, dry towel.
Do NOT poke the mesh with finger, cotton swab or any object.

4. Use gauze or clean towel to wipe off stains on the main unit if necessary

5 . Make sure that all cleaned parts are completely dry before you store or use them.

Caution:

* The waterproof grade of the device is IPX5, the main unit can be flushed but not be immersed in

water or other liquids.

* Do NOT poke the mesh with finger, cotton swab or any object.

* Do NOT clean parts in a dishwasher.

* Do NOT use microwave to dry any parts.

* When the metal mesh is clogged severely and can’t be cleaned according to the above methods,
you can try as follow one: add boiling water and a few drops of white vinegar into the medicine cup
and enter cleaning mode. If the metal mesh remains clogged, please replace the nebulizer head.

Clean the mask and mouthpiece

1.Place all disassembled parts in warm tap water (40°C-50°C ) for at least 10 min. If necessary, use a

clean brush to remove loose dirt (the brush must be reserved exclusively for this purpose).

2.Rinse all parts thoroughly in running water ( the water flow should more than 3 liters per minute )
and each part for at least 1 min.

3.Whether disinfect immediately or not, dry all parts with a new medica gauze. You can remove
excess water more quickly by shaking them.

Caution

Inadequate disinfection encourages the growth of bacteria and thus increases the risk of infection.
Adequate cleaning with disinfection can only be assured if application time are adhered to, and if all
individual parts are completely immersed in the solution for the entire application time. There must
not be any cavities or airbubbles.

Disinfection

After cleaning, disinfect the dismantled nebulizer head and accessories used (mouthpiece or mask).
Effective disinfection is only possible if the nebulizer head and accessories have been cleaned.

Use 2.0% (ww) Hydrogen Peroxide solution to disinfect the nebulizer head and accessories.

To ensure safety when handling chemicals, follow the instructions for use of the disinfecting agent,
particularly the accompanying safety instructions.

1.Place all pre-cleaned, rinsed and dried disassembled components in undiluted 2.0% (w/w)
Hydrogen Peroxide solution. Ensure that all components’ surfaces have been fully contacted with
solution.

2.0nce all components have been immersed and all surfaces in contact with the disinfectant
solution, soak all components for 8 minutes. Track the soak time using a timer.

3.Rinse all components with sterile water or potable tap water.

4.Dry the parts with a new medical gauze as soon as disinfection has finished. You can remove
excess water more quickly by shaking them.

5.Dispose of the used solution.



STORAGE AND MAINTENANCE

* Make sure no residual liquid in the nebulizer head

* Make sure the nebulizer head has been cleaned and disinfected thoroughly after each use.

* Store the device and the accessories in clean and safe place.

* Protect the device against direct sunshine and shock.

* Remember to keep any heating device and open fire far away from the storage place.

* Protect the device against contact with any corrosive liquid.

* Never dry the device and its accessories with microwave oven.

* Never wind any power cord around the main unit.

* Always contact your supplier or the nearest local distributor if repair is necessary.

* The warranty period of this device is one (1)year from the date ofpurchase.

* Always use or store the device in such environment that the tempera-ture and humidity follow the
requirements as specified in the section-SPECIFICATIONS, otherwise the device could not function well.

Warning

* Before the device is send back to the factory for inspection and repair, never dismantle or attempt
to repair it without permission.

TROUBLESHOOTING

NO.

Faults

Symptom/Possible Causes

Solutions

Lower nebulizing rate

Low battery indicator lights up/
Battery exhausted

Charge the battery and restart

The metal mesh holes are clogged

Clean the nebulizer (please
refer tothe section-CLEANING
AND DISINFECTION); change
nebulizing head if necessary

The medication will bedepleted or
not in contact with metal mesh for
morethan 10 seconds

Tilt the front of the nebulizer
to allow the medication to
contact the metal mesh

The metal mesh is damaged

Replace the nebulizer

Power indicator
does not light upand

Low battery voltage

Use Type-C cable to power
the batter for a period and
then use it again

during use

2 i Check whether the charging
the devicedoes not
work The indicator does not light after cable is well and connected
charging correctly, and the adapter is
normal
. . . Reinstall the nebulizer
Incorrect installation of nebulizer
correctly
Low battery indicator lights up/
Battery exhausted Charge the battery and restart
Power indicatqr lights | Electrodes on the main unitor nebuli- |Clean the electrode with medi-
3 gp but ﬂt]e diwce zer are dirty cal gauze
oes notworl -
W Reduce the tilt angle of the
The angle of inclination of the nebuli- |nebulizer or tilt the front of the
zer is too large and the medication is |nebulizer to the user to allow
not incontact with the metal mesh. the medication to contact the
metal mesh
Reduce the tilt angle of the
The angle of inclination of the nebuli- |nebulizer or tilt the front of the
The nebulizer auto- | zer is too large and the medication is |nebulizer to the user to allow
4 matically shuts down |not in contact with the metal mesh. the medication to contact the

metal mesh

Shake the nebulizer vigorously during
use

Hold the nebulizer smoothly
when using




WARRANTY OBLIGATIONS

1. Warranty for this compact compressor nebulizer is 12 months since the date of purchase.

2. The warranty obligations are prescribed by warranty certificate forbuyer.

WARNING:

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

* All major maintains on the device must be performed by an authorized service center or distributor.
No use-serviceable parts inside, before being serviced by authorized representative or manufacturer.
CLASSIFICATION

* Equipment not suitable for use in the presence or flammable mixtures.

* Type BF applied part. Recognized the mask or mouthpiece as appliedpart.

* Internally powered equipment (without adapter), Class equipment (with adapter).

* Degree of protection against ingress of water is rated as IPX5

Manufacturer’s Statement
Software development process of NB-813C comply with EN 62304.

Guidance and manufacturer’s declaration-electromagnetic immunity

The model NB-813C Mesh Nebulizer is intended for use in the electromagnetic environment
specified below. The customer or the user of the model NB-813C Mesh Nebulizer should assure
that is used in such an environment.

IEC 60601 test level

+8kV contact
+2 kV, +4 kV, +8 kV, +15 kV air

Immunity test Compliance level

+8kV contact
+2 kV, +4 kV, +8 kV, +15 kV air

Electrostatic discharge ESD)
IEC 61000-4-2:2008

Electrical fast transient/burst
IEC 61000-4-4:2012

Surge IEC 61000-4-5:2005

+2kV for power supply lines +2kV for power supply lines

+0.5kV,+ 1 kV line(s) to lines +0.5kV, £ 1 kV line(s) to lines

0%Ut,0.5 Cycle at 0°, 0%Ut,0.5 Cycle at 0°,

Voltage dips,short interruptions
and voltage variations on power
supply input lines IEC 61000-

45°,90°,135°,180°,225°,270°
and 315°
0% Ut,1 Cycle and 70% Ut

45°,90°,135°,180°,225°,270°
and 315°
0% Ut,1 Cycle and 70% Ut

4-11:2004 25/30 cycles sigle phase: at 0°

0% Ut,250 cycles

25 cycles sigle phase: at 0°
0% Ut,250 cycles

Power frequency (50/60Hz)

magnetic field IEC 61000-4-8 30 A/m

30 A/m

3V

150 kHz to 80 MHz

6 Vin ISM and between 0.15
MHz and 80 MHz

3V150 kHz to 80 MHz
6V in iSM and between 0.15
MHz and 80 MHz

Conducted RF
IEC 61000-4-6 : 2013

Radiated RFIEC 10V/m 10V/m
61000-4-3:2006+A1:2007+A2: |80 MHz to 2.7 GHz 80 MHz to 2.7 GHz
2010 10V/m

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 equipment, including
cables specified by the manufacturer. Otherwise, degradation of the performance of this equipment
could result.

Note 1 At 80MHz and 800MHz, the higher frequency range applies.

Note 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

a.Field strength from fixed transmitters, such as base stations for radio telephones and land
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters,
an electromagnetic site survey should be considered. If the measured field strength in the location
in which the Model NB-813C Mesh Nebulizer is used exceeds the applicable RF compliance level
above, the Model NB-813C Mesh Nebulizer should be observed to verify normal operation. If
abnormal performance is observed, additional measures may be necessary, such as re-orienting or
relocating the Model NB-813C Mesh Nebulizer.

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



SPECIFICATIONS

Name of Product Mesh Nebulizer
Model NB-813C
Power Supply DC 5 V,0.5A
Rated Power <8W
Ultrasonic Frequency Approx. 110 kHz
Nebulizing Rate >0.2ml/min
Max./Min.Liquid Volume 6ml2m--
MMAD <5 um
FPF >60%
Noise Level <50dB
Fully Charged Battery Life >1 hour
Time to Fully Charge The Battery <2.5hours
Battery capacity: 350 mAh
Built-in Lithium Battery Information Normal voltage: 3.7 V
Expected service life: 500 cycles
Automatic Shutdown without Medicine YES
Cleaning Mode YES
Main unit: 5 years
Expected Serviced Life Nebulizer head:180 hours
Accessories:6months
Operating Conditions +5°C~+40°C15%~90% R.H., 700 hPa~1060 hPa
Transport & Storage Conditions -25°C~+70°C15%~90% R.H., 700 hPa~1060 hPa
Safety Level Type BF
Pollution Degrees Degrees 2
Overvoltage Category Category |l
High Altitudes <2000 m
Size and Weight of Main Unit 54*36"44 mm, Approx. 459
Note:

Technical specifications may be subject to variations without prior notice. Performance may vary
with drugs such as suspensions or high viscosity. See Drug suppliers datasheet for further details.
According to the Standard EN 13544-1: 2007+ A1: 2009 “ Respiratory therapy equipment-Part 1:
Nebulizing systems and their components”, Annex CC.3 using multistage cascade impactor to
measure particle size.

Test condition
Test temperature 24+2°C
Test humidity 45%-75%,R.H
Test solution NaF 2.5%(MN)

FCunulateX.;.

Cumulative Fraction(%)

AeroDynamic Diameter ( m )



PERODIC SAFETY CHECKS

If you use the device with power adapter, preventive inspection and maintenance to be performed
including the frequency of such mainte-nance.

* Every time before use, please check the adapter, once damaged, never to use.

* Please clean the plug of adapter plug at least once a year. Too muchdust on plug may cause the fire

DISPOSAL
The product must not be disposed of along with other domestic waste. The users must dispose of
this equipment by bringing it to a specific recycling point for electric and electronic equipment.

B

The manufacturer reserves the right to make technical changes without notice in the interest
of progress. Prior notices will not be given in case of any amendments within this manual. The
mentioned trademarks and names are owned by the corresponding companies.

GIMA WARRANTY TERMS

The Gima 12-month standard B2B warranty applies.
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