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New Product Information Sheet

Specifications subject to change

© OMRON HEALTHCARE EUROPE B.V.
Model (code):  NE-U780 (NE-U780-E)
Product description: Ultrasonic Nebulizer

Product category: Nebulizers
Marketing Family name:  Ultra A-I-R Pro
Model (code): NE-U780 (NE-U780-E)
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LEGAL MANUFACTURER

OMRON HEALTHCARE Co., Ltd

53, Kunotsubo, Terado-cho, Muko, KYOTO,
617-0002 Japan

PRODUCION FACILITY
OMRON HEALTHCARE CO., LTD.

1855-370, Kubo-cho, Matsusaka-shi,

Mie, 515-8503 Japan

EU REPRESENTATIVE

OMRON HEALTHCARE EUROPE B.V.

Scorpius 33, 2132 LR Hoofddorp, 

THE NETHERLANDS 
Included accessories / optional accessories
Included: 

Medication Cup Cover / Medication cup holder / Mouthpiece / Inhalation hose M / Power Cord / Removable water tank / Medication Cup x 2
Optional:

Product category:  Nebulizer
	Nebulization Set (1 pc)  ( + ( + ( + (  :  Model:  NEB-NZU-78E
Includes:  Medication cup cover ( + ( / Medication cup ( / Medication cup holder (
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	Removable water tank

Model:  NEB-RWT-78E
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	Silicon packing (Washer) 

Model:  NEB-SP-78E
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	Medication cup (5 pcs)

Model:  NE-U12-1
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	Air Filter set 

Model:  NEB-AFS-78E
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	Air Filter 

Model:  NE-U17-4P2
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	Bacterial Filter 

Model:  NE-U17-2
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	Fan cover for bacterial filter

Model:  NEB-BFC-78E
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	Long time Nebulization set 

Model:  NEB-LMCC-78E
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	Supply Medication set
Model:  NE-U10-11
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	Inhalation mask (S) set 
Model:  NEB-MSISS-78E

[image: image15.png]



	Inhalation mask (L) set
Model:  NEB-MSILS-78E
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	Inhalation hose M 
Model:  NEB-HS-L70E
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	Inhalation hose L 
Model:  NEB-HS-L15E
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	Mouthpiece set 
Model:  NEB-MPSS-78E
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General description
The NE-U780 is a Professional Ultrasonic Nebulizer intended to be used for inhaling medication for respiratory disorders.
Packaging content 
The manufacturer produces the NE-U780 with the applicable items included, necessary for the application of its intended purpose.

1.
Main unit

2.
Medication cup cover
3.
Medication cup holder

4.
Power cord

5.
Removable water tank

6.
Mouthpiece

7.
Medication cup x 2

8.
Inhalation hose M

9.
Instruction manual

The complete set of the medical device is specified in the Instruction Manual in the Technical Data section.

Purpose
This ultrasonic nebulizer is a medical device that is intended to be used for inhaling medication for respiratory disorders.

Application field

This product is intended for use in a medical facility, such as Hospital, clinic and doctor’s office, or at home under the strict guidance of a medical expert.  Some hospitals/clinics may rent out the devices.
Intended user

· Legally certified medical experts, such as doctor, nurse and therapist
· Caregiver or patient under the guidance of qualified medical experts 

Indications for use

This product is intended to be used for inhaling medication for respiratory disorders.
Features (Particularities)
OMRON is introducing the NE-U780 as a replacement to the NE-U17.  This product was developed in conjunction with respiratory therapists for the successful treatment of asthma, chronic bronchitis, allergies and other respiratory disorders. This is a medical device. Device must be operated according to the instructions as provided in the included operation manual.
Key features
A professional ultrasonic nebulizer with a removable tank
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· Smooth shape for easy cleaning – The main unit is easy to clean and disinfect by using sheet switches and air pathways that can be easily wiped clean and disinfected.
· Autoclave-safe attachments – The medication cup cover, inhalation hose, mouthpiece, and inhalation mask (optional) can be disinfected using either an autoclave or sterilizing liquid.

· Large, easy-to-see LCD display – The product features a large LCD display that lets you identify timer, air-flow volume, and nebulization volume settings at a glance.  A backlight ensures the display is visible in dark locations, too.

· Audible Alarm – The product warns you with an audible alarm when an error has occurred or when the set time has elapsed.  Error LEDs indicate where an error has occurred.
Description of operating principles
	1. Energy from ultrasonic vibration is transferred to the water from the vibrator at the bottom of the removable water tank.
2. The energy from the ultrasonic vibration is transferred to the medication in the medication cup via the water in the removable water tank.
3. Medication in the medication cup is nebulized and dispersed by means of the ultrasonic vibrations.
4. The fan blows a steam of air containing atomized medication outside the product in a process known as nebulization
5. Notes:  Atomization:  The process by which the medication becomes an aerosol.
Nebulization:  The process by which the atomized medication is expelled by the product.
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6. Energy from ultrasonic vibration is transferred to the water from the vibrator at the bottom of the removable water tank.
7. The energy from the ultrasonic vibration is transferred to the medication in the medication cup via the water in the removable water tank.
8. Medication in the medication cup is nebulized and dispersed by means of the ultrasonic vibrations.
9. The fan blows a steam of air containing atomized medication outside the product in a process known as nebulization
10. Notes:  Atomization:  The process by which the medication becomes an aerosol.
Nebulization:  The process by which the atomized medication is expelled by the product.
How to use the device

Main steps:

1. Remove the water tank and fill up to the noted level.
2. Add the correct amount of prescribed medication to the medication cup. 

3. Put the medication cup cover back onto the tank.

4. Replace the water tank onto the main product.

5. Attach the inhalation hose and the mask or mouthpiece.

6. Ensure the device is in the off position.  Connect the power cord to the device and the wall outlet.
7. Turn the power on, adjust the buttons as required for the patient’s treatment.
8. Press the Start/Stop button. As the ultrasonic nebulizer starts, nebulization begins and aerosol is generated. Inhale the medication. 

9. Press the Start/Stop to turn the device off.
Refer to the Instruction Manual for the full details on the application of this product.


Technical data
	Product Category:
	Nebulizers

	Product Description:
	Ultrasonic Nebulizer

	Model (code):
	NE-U780 (NE-U780-E)

	Rating 
	220 - 240V ~ 50/60Hz 

	Power Consumption
	Approx. 85 VA

	Fuse:
	T1.25 A L250 V

	Ultrasonic Frequency:
	Approx. 1.63 MHz

	Particle size:
	MMAD 4.61 μm (MMAD = Mass Median Aerodynamic Diameter)

	Amount of cooling water:
	Approx. 450 ml

	Medication cap capacity:
	Approx. 150 ml (min. 10 ml)

	Sound:
	Less than 40 dB

	Nebulization rate:
	Approx. 0.5 ~3 ml/min adjustable

	Aerosol Output: 
	3.04 ml

	Aerosol Output Rate:
	0.14 ml/min

	Air Volume:
	Max 17 L/min

	Dimensions:
	Approx. 295 (W) x 219 (H) x 196 (D) mm (main unit only)

	Weight:
	Approx. 2.5 kg (main unit only)

	Operating Temperature / Humidity/ Air Pressure:
	+10°C to +40°C / 30% to 85%RH
700 – 1060 hPa

	Storage and Transport

Temperature/Humidity/
Air Pressure:
	-20°C to +60°C / 10% to 95%RH / 
700 - 1060hPa

	Package Contents:
	Main unit, Removable water tank, medication cup cover, Medication cup holder, Inhalation hose M, Mouthpiece, Medication cup (2 pcs), Power cord, Instruction Manual (including product warranty).

	Classifications:
	Class l (Protection against electric shock),

Type BF (Applied part)


Materials used in main device and all accessories

	Accessory/Item
	Material
	Grade
	Maker

	Medication cup
	Polypropylene
	1501
	NISSEN Polytec

	Medication cup cover
	Polymethylpentene
	RT18
	Mitsui Chemicals

	Silicon Packing
	Silicon
	Normal grade
	 

	Medication cup holder
	Polypropylene
	BC03B
	Japan Polypropylene

	Removable water tank
	Acrylonitrile butadiene styrene
Poly phenylene sulfide
	470Y
FZ-2140
	Toray

	Handle cover
	Acrylonitrile butadiene styrene
	470Y
	Toray

	Fan cover
	Acrylonitrile butadiene styrene
	Techno ABX 300
	Techno Polymer

	Fan cover for bacterial filter
	Acrylonitrile butadiene styrene
	Techno ABX 300
	Techno Polymer

	fan
	Polypropylene
	Normal grade
	-

	Air filter case
	Polypropylene
	BC03B
	Japan Polypropylene

	Air filter
	Polystyrene
	Normal grade
	-

	Mouthpiece
	Polypropylene
	BC03B
	Japan Polypropylene

	mask(L)
	Thermoplastic elastomer
(EARNESTON)
	CJ001N
	kurarayplastics

	Rubber
	Rubber
	LATEX FREE
	 

	mask(M)
	Thermoplastic elastomer
(EARNESTON)
	CJ001N
	kurarayplastics

	Rubber
	Rubber
	LATEX FREE
	 

	Hose M,L
	Thermoplastic elastomer
(EARNESTON)
	CJ003N
	kurarayplastics

	Long time Nebulization set
	 
	 
	 

	     Cover
	Polypropylene
	RT18
	Mitsui Chemicals

	     Cap
	Silicon
	TSE221-7U
	Momentive Performance Material

	     Silicon packing
	Silicon
	Normal grade
	-

	Supply Medication Set
	 
	 
	 

	     Bottle
	Polypropylene
	Normal grade
	-

	     Silicon packing
	Silicon
	Normal grade
	-

	     tube
	Silicon
	Normal grade
	-

	     Hanger
	Stainless steel
	304
	-

	Main product housing
	Acrylonitrile butadiene styrene
	Techno ABX 300
	Techno Polymer

	Main product display
	Polyethylene terephthalate
	Normal grade
	-

	Holder
	Polyester elastomer
	5557
	Toray

	Contact
	Pure titanium
	-
	-


Title page of Instruction Manual
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Unfolded package design of main device and accessories
Main device: 
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Accessories: 
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Packaging specifications

	Package
	Amount
	Approx. weight
	Approx. dimensions

W x D x H, mm

	Main Unit
	1
	2.5 kg
	295 x 196 x 219

	Package
	1
	5.5 kg
	304 x 305 x 352

	Master Carton
	2
	12.5 kg
	632 x 404 x 390


List of Harmonized EN Standards
The NE-U780 is a device, classified as medical device, Class IIa, Type BF.
Applicable Directives:  Medical Device Directive (MDD) 93/42/EEC Standards:

EN60601-1:2006

EN60601-1-2:2007

EN60601-1-4:1996+A1:1999

EN60601-1-6:2010

EN980:2008

EN1041:2008

EN ISO14971:2012

EN62304:2006

EN62366:2008

EN ISO10993-1:2009

EN ISO10993-5:2009

EN ISO10993-10:2010

EN13544-1:2007 +A1:2009

Operation and care 
Disinfecting the Main unit 
Sterilization with an EOG sterilizer

Only the main unit can be sterilized with an EOG sterilizer. Do not attempt to sterilize the removable water tank or other parts with an EOG sterilizer. Refer to the sterilizer’s instruction manual and contact the EOG sterilizer manufacturer for more information.

Note: Ethylene oxide gas (EOG) will remain on the nebulizer’s rubber and plastic parts. Perform aeration (air replacement) for an adequate interval after sterilization as determined in consultation with the EOG sterilizer manufacturer until the parts are safe for use by humans.
Sterilization with a low-temperature plasma sterilizer

Only the main unit can be sterilized with a low-temperature plasma sterilizer. Do not attempt to sterilize the removable water tank or other parts with a low-temperature plasma sterilizer. Refer to the sterilizer’s instruction manual and precautionary information for more information.
Disinfection Chart

	Part
	Boiling Water
	Chemical Disinfectant
	Autoclave

	Medication cup
	X
	O
	X

	Medication cup cover (with washer)
	O
	O
	O

	Medication cup holder
	X
	O
	X

	Removable water tank
	X
	O
	X

	Fan cover
	X
	O
	X

	Fan cover for bacterial filter
	X
	O
	X

	Fan
	X
	O
	X

	Air filter case
	X
	O
	X

	Air filter
	X
	X
	X

	Mouthpiece
	O
	O
	O

	Inhalation mask (L) or (S)
	O
	O
	O

	Inhalation hose M or L
	O
	O
	O

	Long time Nebulization set
	O
	O
	O

	Supply Medication set
	X
	O

(do not disinfect hanger)
	X


O :  applicable       X :  not applicable
Warnings

Read all the information in the instruction manual and any other literature included in the box before using the device.  This section provides information about how to use the product safely and to prevent injury to yourself and others as well as property damage.
Warning: Indicates a potentially hazardous situation which, if not avoided, could result in serious injury.

(Usage)

· For type, dose, and regime of medication, follow the instructions of your doctor or pharmacist.

· Keep the device out of reach of unsupervised infants and children.

· Always dispose of any remaining medication after use, and use fresh medication each time.

· This product should not be used on patients, who are unconscious or are not breathing spontaneously.

· Do not use only water in the nebulizer for inhaling purposes.

· Do not use the product while connected to an automatic respirator.

· Do not use in anesthetic or ventilator breathing circuits.

· Do not touch the vibrator while the product is plugged in.

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

· Do not block the openings on the bottom of the device during use.

· Do not use or store the device in a humid location such as a bathroom..

(Power source)

· To avoid the risk of electric shock, this equipment must only be connected to a supply mains with grounding.

· Do not operate the device with a damaged power cord or plug.

· Plug the power cord into appropriate voltage outlet. Do not use in a multi-outlet plug.

· Never plug or unplug the power cord with wet hands. 

(Cleaning and disinfecting)

· Clean and disinfect the product’s parts before using the product for the first time, after the product has not been used for an extended period of time, and when the nebulization set is contaminated.

· Clean and disinfect the nebulization set, inhalation hose, and mouthpiece after each use.

· When the product is being used by different people, clean and disinfect the nebulization set, inhalation hose, and mouthpiece after each person’s use.

· Follow the antiseptic manufacturer's instructions and make sure there is no antiseptic left on the product after disinfecting it.

· Allow the product's parts to dry after cleaning and disinfecting before reassembling the product and store in a clean location so that the product will not become contaminated.

· The medication cup is a consumable part. If the cup is damaged or misshapen, replace it with a new cup before use.

· When assembling the product, do not directly touch parts through which the medication or aerosol will pass.

· The main unit and the power cord are not waterproof. Do not spill water or other liquids on these parts.
Caution: Indicates a potentially hazardous situation which if not avoided, may result in minor or moderate injury, or physical damage. 

(Usage)

· Make sure there is no medication left in the inhalation hose.

· Add fresh water to the removable water tank before each use.

· Close supervision should be provided by a parent or caregiver when this device is used by, on, or near children or disabled individuals.

· Make sure the water tank contact and main unit contact are not contaminated.

· Make sure that the air filter is correctly attached.

· To avoid the medication residue on the face, be sure to wipe the face after removing the mask.

· Do not get nebulized medication in your eyes.

· Do not operate the nebulizer with the medication cup empty.

· Approved for human use only.

· Use only OMRON original and optional accessories specified for this device.

· Do not add more than 150 ml of medication to the medication cup.
· Do not subject the device to any strong shocks such as dropping on the floor.

· Do not insert fingers or objects inside the main unit.

· Do not affix the removable water tank to the main unit while it is wet on the outside.

· Do not cover the main unit with a blanket, towel, or any other type of cover during use.

· Do not disassemble or attempt to repair the main unit or power cord.

· The mask and mouthpiece may reach 47 °C. Remove them immediately after you are finished using the product.
(Power Source)

· Use only the original power cord.

· Fully insert the power plug into the outlet.

· Wipe the dust off from the power plug.

· When handling the power cord, take care not to do the following:

Do not damage. Do not break it.

Do not tamper with it. Do not forcibly bend or pull.

Do not twist. Do not bundle during use.

Do not pinch. Do not place under heavy objects.

· When disconnecting the power plug from the outlet, do not pull the power cord.

· Be sure to pull from the power plug safely.

· Unplug the product if it will not be used for an extended period of time.

· If you experience a power outage during use, immediately turn off the power button and unplug the product.

· Always remove the power cord from the device before cleaning.

· Do not place the product near walls.

· Be sure to place the product 10 cm or more from the walls. 

(Cleaning and disinfecting)

· Discard the water in the removable water tank after each use.

· Wipe away any medication that gets on the fan installation axis.

· Grip the main unit securely by the handle or carry the main unit itself.

· Do not use a microwave oven to boil or dry parts.

· Do not use a hair dryer to dry parts.

· Do not use a dishwasher to wash or dry parts.

· When cleaning the product’s contacts, exercise care not to touch the patient.
General Safety Precautions:

· Do not put any liquid other than tap water inside the removable water tank. It may damage or degrade the vibrator.

· Do not place the main unit higher than your head during inhalation.

· It may cause the medication to drip onto your face or clothing.

· Do not carry or leave the main unit while the medication cup contains medication. It may cause the medication to spill, damaging the main unit or soiling the area around it.

· Do not use the product for any purpose other than inhalation.

· When cleaning the removable water tank, exercise care not to damage the vibrator.

· When sterilizing in an autoclave, exercise care so that no parts come into contact with metal parts that are in contact with the sterilizer heater or heater. Because the heater becomes hot, any parts that come into contact with it may melt or become misshapen.

· Never clean with benzene or thinner.

· When disposing of or recycling the main unit, its accessories, and any optional accessories, treat them as medical waste in accordance with methods prescribed by your local government.
Disposal
Waste Electrical & Electronic Equipment
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This marking shown on the product or its literature, indicates that it should not be disposed of, with other household wastes at the end of its working life. To prevent possible harm to the environment or human health from uncontrolled waste disposal, please separate this product from other types of wastes and recycle it responsibly to promote the sustainable reuse of material resources.
Household users should contact either the retailer where they purchased this product, or their local government office, for details of where and how they can return this item for environmentally safe recycling.
Business users should contact their supplier and check the terms and conditions of the purchase contract. This product should not be mixed with other commercial waste for disposal.
As there is a risk of environmental pollution, follow your applicable national and local legal regulations regarding disposal or recycling of this equipment and batteries. The main constituents of each part are listed in the table “Materials List”.
Storage and Transportation conditions
Storage and Transport Temperature/Humidity/Air pressure:

-20 to +60°C / 10 to 95%RH / 700 to 1060hPa

Warranty and lifetime

Warranty of the nebulizer:  3 years. 

Durable period (lifetime):

Main Unit:
5 years
Removable water tank
5 years

Power cord
5 years

Medication cup cover
1 year

Silicon packing (washer)
1 year

Medication cup holder
1 year

Mouthpiece
1 year

Inhalation hose M
1 year

Medication cup
6 months

Repair

In case of malfunction of the device the user must turn to the OMRON distributor to test the device and repair the failure. The users shall not repair the device by themselves.
Servicing 

The device is not user serviceable. Return it to an authorized OMRON distributor in case of any problem listed in Trouble shooting chapter of the Instruction Manual.   
The OMRON NE-U780 Ultrasonic Nebulizer features a removable water tank that can be submerged in liquid for disinfection and cleaning purposes.













17
PM-1436-NE-U780-E-01-09/2015

